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1401 Rockville Pike 
Rockville MD 20852- 1448 

ANNUAL REPORT 

OF THE 

ALLERGENIC PRODUCTS ADVISORY COMMITTEE 

for the period 

October 1,1998 through September 30,1999 

FUNCTION 

The Committee reviews and evaluates available data relating to the safety, effectiveness, 
and adequacy of labeling of marketed and investigational allergenic biological products 
or materials that are administered to humans for the diagnosis, prevention or treatment of 
allergies and allergic disease, and makes appropriate recommendations to the 
Commissioner of Food and Drugs of its findings regarding the affirmation or revocation 
of biological product licenses, on the safety, effectiveness, and labeling of the products, 
on clinical and laboratory studies of such products, on amendments or revisions to 
regulations governing the manufacture, testing, and licensing of allergenic biological 
products, and on the quality and relevance of FDA’s research programs. which provide the 
scientific support for regulating these agents. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met one time during the reporting period on February 22, 1999. The 
meeting was held in Bethesda, Maryland. 

The meeting included a closed session to permit discussion of trade secret and 
confidential commercial information. 



ACCOMPLISHMENTS 

At the February 22,1999 meeting: 

1. In open session the committee reviewed and discussed organizational changes, 
regulatory activities, operational issues, and research activities of the 
Laboratory of Imrnunobiochemistry (LIB). 

2. In open session the committee reviewed and discussed potency limits of 
standardized allergen vaccines, the measurement of protein content of allergen 
vaccines, the current status of Class IIIA allergen extracts, compliance issues, 
and the clinical activities of Division of Allergenic Products. 

3. In closed session the committee discussed trade secret or confidential --- 
commercial information related to a clinical trial design of an IND (5 U.S.C. 
552b(c)(4)). 

William Freas, Ph.D. 
Acting Executive Secretary 



‘AIRMAN EXECUTIVE SECRETARY 

ALLERGENIC PRODUCTS ADVISORY COMMITTEE 
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH 

OdY I Dennis R., M.D. 8/;31/00 
Professor of Pediatrics 
Allergy & Immunology Section 
Medical College of Georgia, BG230 
1120 15th Street 
Augusta, Georgia 30912 

Freas, William, Ph.D. 
Center for Biologics Evaluation 

and Research 
Food and Drug Administration (HFM-71) 
1401 Rockville Pike 
Rockville, Maryland 20852-1448 

COMMITTEE MANAGEMENT SPECIALIST 

Muckelvene, Pearline K. 
Center for Biologics Evaluation 

and Research 
Food and Drug Administration (HFM-71) 
1401 Rockville Pike 
Rockville, Maryland 20852-1448 

MEMBERS 

Shapiro, Gail G., M.D. _ 8/31/00 
Clinical Professor of Pediatrics 
Northwest Asthma and Allergy Center 
4540 Sandpoint Way, N.E. 
Seattle, Washington 98105 

W-y, Betty B., M.D. 8/31/00 
Professor of Pediatrics and Medicine 
Department of Pediatrics and Medicine 
Allergy-Immunology Section 
Medical College of Georgia, BG-230 
1120 15th Street 
Augusta, Georgia 30912-3790 

Claman, Henry N., M.D. 8/31/01 
Distinguished Professor of Medicine 

and Immunology 
Division of Clinical Immunology (B-164) 
Univ. of Colorado Health Sciences Cntr. 
4200 East Ninth Avenue 
Denver, Colorado 80262 

Saxon, Andrew, M.D. 8/31/01 
Professor of Medicine 
Division of Clinical Immunology/Allergy 
Department of Medicine 
UCLA School of Medicine 
Los Angeles, California 90095-1680 

Umetsu, Dale T., M.D., Ph.D. 8/31/02 
Chief, Division of Allergy and 

Clinical Immunology 
Department of Pediatrics, Room H307 
r \nford University 
. mford, California 94305-5208 

Revised 9/99 



DEPARTXENT OF HEALTH & HUMAN SERVICiS Public Health Service 

Food and Drug Administration 
1401 Rockville Pike 
Rockville MD 20852- 1448 

ANNUAL REPORT 

OF THE 

BIOLOGICAL RESPONSE MODIFIERS ADVISORY COMMITTEE 

for the period 

October 1, 1998 though September 30, 1999 

FUNCTION 

The Committee reviews and evaluates available data relating to the safety, effectiveness, and 
appropriate use of biological response modifiers which are intended for use in the prevention and 
treatment of a broad spectrum of human diseases. The Committee also considers the quality and 
relevance of FDA’s research program which provides scientific support for the regulation of 
these products, and makes appropriate recommendations to the Commissioner of Food and 
Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met three times during the reporting period including a meeting of the 
Xenotransplantation Subcommittee. Meetings were held in Bethesda, Maryland. 

The dates of those meetings were: November 13, 1998; June 3-4, 1999; and July 15, 1999. 

The meeting on July 15 included a closed session to permit discussion of matters of a personal 
nature. 
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ACCOMPLISHMENTS 

At the November 13,1998 meeting: 

In open session, the Committee discussed general scientific issues related to allogeneic 
transplantation with a focus on haplo-identical transplantation and other high risk transplantation. 

At the June 3-4,1999 meeting: 

In open session, the Xenotransplantation Subcommittee of the Biological Response Modifiers 
Advisory Committee discussed and made recommendations regarding scientific data concerning 
porcine endogenous retrovirus; patient monitoring and screening data concerning patients who 
have received a porcine xenograft; FDA’s xenotransplantation policy development; and discussed 
proposals for solid organ xenotransplantation. 

At the July 15,1999 meeting: 

In open session, the Committee discussed and made recommendations on the implications of fast 
track and the pediatric rule on biological product development; and immune reactions to 
therapeutic and diagnostic biological products. In addition, the Committee discussed the report 
of the June 3-4, 1999 meeting of the Xenotransplantation Subcommittee and were updated on the 
research programs of the Laboratory of Cytokine Research. 

In closed session, the committee recommended personnel and program actions for the Laboratory 
of Cytokine Research, Division of Cytokine Biology. Disclosure of the information discussed 
during this session would constitute an unwarranted invasion of personal privacy in accordance 
with 5 U.S.C. 552b(c)(6). Th e recommendations were utilized by FDA as part of its independent 
intramural program review. 

Executive Secretary 
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DEPARTXENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
1401 Rockville Pike 
Rockville MD 20852-1448 

ANNUAL REPORT 

OF THE 

VACCINES AND RELATED BIOLOGICAL PRODUCTS ADVISORY COMMITTEE 

for the period 

October 1, 1998 through September 30, 1999 

FUNCTION 

The Committee reviews and evaluates data concerning the safety, effectiveness, and appropriate 
use of vaccines and related products which are intended for use in the prevention, treatment, or 
diagnosis of human diseases, and, as required, any other product for which the Food and Drug 
Administration has regulatory responsibility. The Committee also considers the quality and 
relevance of FDA’s research program which provides scientific support for the regulation of 
these products, and makes appropriate recommendations to the Commissioner of Food and 
Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met four times during the reporting period. Meetings were held in Bethesda, 
Maryland. One meeting was a teleconference. 

The dates of those meetings were: November 19-20, 1998; January 29, 1999; 
March 11, 1999; and September 14-l 5, 1999. 

The meetings on November 19-20, 1998 and September 14-15, 1999 included closed sessions to 
permit discussion of trade secret or confidential commercial information or matters of a personal 
nature. 
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ACCOMPLISHMENTS 

At the November 19-20,1998 meeting: 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

In open session, the committee was briefed on products approved since the last Vaccines 
meeting including Certiva, a DtaP vaccine, RotaShield, and a supplement for the 
reissuance of a license for a BCG vaccine. 

In onen session, the committee listened to presentations describing the need to address 
the possibility of expanding the types of tissue that can be used for vaccine production. 
In particular, CBER wanted guidance on use of neoplastic cell lines as vaccine substrates. 
The Committee commented on issues relating to the topic and charged FDA to move 
forward. 

In open session, the committee provided guidance on matters with known or theoretical 
capability to affect the safety of live influenza virus vaccines. These matters required 
guidance before the approval and widespread use of live attenuated vaccines. 

In closed session, the committee discussed important issues related to the interference 
between multiple vaccines. Several suggestions were offered for ways to communicate 
the matter to allpopulations, including physicians, for post-marketing surveillance, and 
on increased use of animal models to predict immune responses (5 U.S.C. 552b(c)(4)). 

In closed session, the committee was updated on efficacy data from a large trial of 
heptavalent pneumococcal conjugate vaccine (5 USC. 552b(c)(4)). 

In closed session, the committee was briefed on FDA’s “Refusal to File” for a Lyme 
disease vaccine and on steps taken since the May 1998 Vaccine meeting toward the 
licensure of a different Lyme disease vaccine (5 U.S.C. 552b(c)(4)). 

In closed session, the committee received a briefing on a clinical trial initiated in 
November 1998 to study use of chickenpox vaccine for preventing herpes zoster, or 
shingles, in elderly individuals (5 U.S.C. 552b(c)(4)). 

In closed session, the committee was made aware of FDA’s “Refusal to File” action on a 
live attenuated influenza virus vaccine (5 U.S.C. 552b(c)(4)). 

At the January 29,1999 meeting: 

1. In onen session, the committee discussed the formulation of influenza virus vaccine for 
the 1999-2000 season. The committee recommended one of the strains to be included in 
the vaccine for the 1999-2000 season. Data were insufficient at that point for selections 
on the other strains to be included in the trivalent vaccine. 



2. In onen session, the committee heard updates on activities leading to the design and 
production of an H5 vaccine. These studies are pointing out important lessons for 
pandemic planning. 

At the March 11,1999 meeting: 

1. In open session, the committee convened by teleconference to complete the process of 
strain selection begun at the previous meeting for the formulation of influenza virus 
vaccine. Recommendations were made on the H3 and B components of the vaccine. 
Members called for more studies on the efficacy and performance of influenza virus 
vaccine each year. They also called for a mechanism for increased studies in children and 
urged that aggressive action be taken to secure the necessary funding. 

At the September 14-15, 1999 meeting: 

1. In open session, the committee heard a report on the Thimerosal Workshop and on efforts 
to find ways to reduce and eliminate the mercury in vaccines. 

2. In open session, the committee was briefed on the Cell Substrate Workshop. The 
workshop was designed to stimulate discussion of new and novel cell substrates. 

3. In onen session, the committee heard data on adverse events occurring in infants 
receiving the new vaccine for rotavirus, RotaShield. 

4. In closed session, the committee was alerted to new vaccines in development for rotavirus 
(5 U.S.C. 552b(c)(4)). 

5. In open session, the committee heard presentations by two CBER employees on their 
scientific activities. 

6. In closed session, the committee reviewed the site visit report evaluating the laboratory 
activities of two CBER scientists. Disclosure of the information during this session 
would constitute an unwarranted invasion of personal privacy in accordance with 5 
USC. 552b(c)(6). 

7. In onen session, the committee advised CBER on issues relating to the evaluation of 
meningococcal conjugate vaccines. Some meningococcal conjugate vaccines are now in 
clinical studies, and the committee’s guidance will be useful to assess product efficacy 
for potential licensure. 

Executive Secretary 
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DEPART-MENT OF HEAL,TH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

OFTHE 

ANTIVIRAL DRUGS ADVISORY COh&EITEE 

for the period 

October 1,1998 through September 30, 1999 

FUNCITON 

The committee reviews and evaluates available data concerning the safety and effectiveness of 
marketed and investigational human drug products for use in the treatment of acquired immune 
deficiency syndrome (AIDS), HIV-related illnesses, and other viral, fungal, and mycobacterial 
infections, and makes appropriate recommendations to the Commissioner of Food and Drugs. 
The Committee also provides critical review of agency sponsored intramural and extramural 
research programs in support of the FDA’s regulatory functions. 

A roster of members is attached. 

MEETINGS 

The Committee met 6 times during the reporting period in Gaithersburg or Bethesda, Maryland. 
The meeting dates were October 6,1998, November 2, 1998, December 1, 1998(joint with 
Nonprescription Drugs), February 24, 1999, July 27, 1999, and July 29, 1999. 

The meeting on July 27, 1999 was a meeting of a subcommittee on Immunosuppressive Drugs. 

The meeting on July 29, 1999 was a closed session to permit discussion of trade secret or 
confidential commercial inform&on. 

ACCOMPLISHMENTS 

On October 6, 1998, the Committee discussed data relevant to an application submitted by Glaxo 
Welcome, Incorporated to market lamivudine tablets and oral solution (Epivir-HBVTM), for the 
treatment of chronic hepatitis B. The Committee recommended approval and the agency 
concurred, approving the application on December 8, 1998. 



On November 2, 1998, the Committee discussed data relevant to an application submitted by 
Glaxo Welcome, Incorporated to market abacavir tablets and oral solution (Ziagen?, for the 
treatment of HIV infection in adults and pediatric patients 2 3months. The Committee 
recommended approval and the agency concurmd, approving the application on December 18, 
1998. 

On I&ember 1,1998, the Committee (joint with Nonprescription Drugs) discussed data relevant 
to an application submitted by SmithKline Beecham to switch Denavir cream as indicated for the 
treatment of herpes labialis in immunocompentent adults from Prescription to Over-The-Counter 
status. The Committees did not recommend approval. To date, the agency has not granted 
Den&r OTC status. ’ 

On February 24,1999, the Committee discussed data relevant to an application submitted by 
Glaxo Welcome, Incorporated to market zanamavir for inhalation (Relenza@), for the treatment 
of influenza A and B. The Committee recommended approval and the agency concurred, 
approving the application on July 27, 1999. 

On July 27,1999, a Subcommittee on Immunosuppressive Drugs discussed data relevant to an 
application submitted by Wyeth Ayerst Laboratories to market sirolimus @apamune@) for the 
prophylaxis of organ rejection in patients receiving renal transplants. The subcommittee 
recommended approval and the agency concurred, approving the application on September 15, 
1999 

On July 29,1999, the meeting was closed to permit the discussion of trade secret or confidential 
commercial information (5 U.S.C. 552b(c)(4)). An open session that consisted entirely of an 
open public hearing was scheduled for the first hour of the meeting. However, there were no 
open public hearing participants and the morning closed session commenced. In the afternoon, 
the Division of Antiviral Drug Products presented an Annual Update to the committee. 
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DEPARTMENT OF H-EALTH & HUMAN SERVICES 
Q 

Public Health Service 

Food and Drug Administration 
Rockvilli! MD 20857 

ANNUAL REPORT 

Ofthe 

ARTHRITIS ADVISORY COMMITTEE 

For the period 

October 1,1998 through September 30,1999 

FUNCTION 

The committee reviews and evaluates data on the safety and effectiveness of marketed and 
investigational human drugs for use in arthritic conditions. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met four times during the reporting period in Gaithersburg and Silver Spring, 
Maryland. The dates of these meetings were December 1 and 2, 1998, February 23, 1999, 
April20and21,1999andJuly20and21,l999. 

The meetings of December 2, 1998 and April 2 1, 1999 were closed sessions to permit discussion 
of trade secret or confidential commercial information. The Annual Update on December 2 
included presentation of Investigational New Drugs and New Drug Applications in Phase I and II 
and any stage of Phase III to the Committee for their information. Center for Biologics 
Evaluation and Research presented products in the process of review for the indication of 
rheumatoid arthritis. The issue at the December 2, 1998 meeting was discussion of a phase 4 
clinical trial design 

ACCOMPLISHMENTS 

See next page. 

December 15, 1999 -ndg$ 
Executive Secretary 
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Arthritis Advisory Committee of FDA 
CIosed Meeting Report October 1,1999 through September 30,200O I 

At the December l-2,1998 meeting: 

In open session, the Committee met to consider the safety and efficacy of NDA 20-998, 
Celebrex, (celecoxib) Searle, for the treatment of acute or chronic signs and symptoms of 
osteoarthritis and rheumatoid arthritis and the management of pain. The committee 
recommended the approval of the product for rheumatoid and osteoarthritis and the agency has 
approved the product. 

In closed session on April 2, the committee met to hear an update on products under review. 

At the February 23,1999 meeting: 

In open session, the Committee met to discuss issues of design and assessment of clinical trials 
of drugs, biologics, and devices that are being developed for treatment of systemic lupus 
erythematosus. 

At the April 20-21,1999 meeting: 

In open session, the committee considered the safety and efficacy of NDA 21-042, Vioxx 
(rofecoxib), Merck, for the treatment of acute or chronic signs and symptoms of osteoarthritis 
and the management of pain. The committee recommended approval of the product and the 
agency has approved it. 

In closed session on April 21, the committee met to discuss clinical trial design for a specific 
class of drugs. 

At the JuIy 20-21,1999 meeting: 

In open session, the committee met jointly with the Nonprescription Drugs Advisory Committee 
to discuss the issues of concern for New drug Application (NDA) 2 l-070 for Flexeril 
(cyclobenzaprine HCI) Merck, proposed for over the counter to treat muscle spasms. 

In open session, the Committee discussed evidence needed to establish that a drug product has a 
beneficial effect on joint structure in patients with osteoarthritis. 
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Food and Drug Administration 
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ANNUAL REPORT 

of the 

AND OPHTHALMIC DRUGS ADVISORY COMMITTEE 

for the period 

1, 1998 through September 30, 1999 

FUNCTION 

The committee reviews and evaluates available data concerning 
the safety and effectiveness of marketed and investigational 
human drug products for use in the treatment of dermatologic 
and ophthalmic disorders and make appropriate recommendations 
to the Commissioner of Food and Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met three times during the reporting period in 
Rockville and Bethesda, Maryland. The dates of those meetings 
were: 

October 21-22, 1998 
October 23, 1998 
July 21, 1999 I 

The meeting on October 22, 1998, included a closed session to 
permit discussion of trade secret or confidential commercial 
information. 

ACCOMPLISHMENTS 

On October 21 and 22, 1998, the full committee conducted three 
general scientific discussion sessions regarding clinical 
trial design issues for products indicated for treatment of 
psoriasis, for biologic products indicated for treatment of 
psoriasis and for products indicated for treatment of tinea 
capitis. The committee, the guest experts, and the FDA review 
personnel discussed the current state of knowledge of the 
diseases and current treatment options. They then considered 
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what would be appropriate approaches to determining productive 
primary, co-primary, and secondary endpoints for conducting 
clinical trials of potential treatments, especially using 
currently accepted or proposed severity factors and 
measurement instruments. The meeting on October 22 included a 
closed session to permit discussion of trade secret data 
and/or confidential commercial information [5 U.S.C. 
552b(c) (4)]. 

On October 23, 1998, the committee met in joint session with 
the Pharmaceutical Science AC to discuss issues relevant to 
the potential usefulness of dermatopharmacokinetic (DPK) 
methodology in determining bioequivalence of topical 
dermatological products. Although the dermatology and 
statistical members of the Committee stated that they had not 
been provided adequate information to make recommendations, 
they raised a number of potential benefits and drawbacks, as 
they had in the March 19, 1998, meeting which discussed the 
same topic. In accordance with new FDA governing legislation, 
a guidance document for determining BE will be written. 

A Date 
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Johns Hopkins U. School of Medicine 
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DEPARTkENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

of the 

DRUG ABUSE ADVISORY COMMITTEE 

for the period 

October 1, 1998 through September 30, 1999 

FWNCTION 

The Committee advises the Commissioner of Food and Drugs 
regarding the scientific and medical evaluation of all 
information gathered by the Department of Health and Human 
Services and the Department of Justice with regards to safety, 
efficacy, and abuse potential of drugs or other substances, 
and recommends actions to be taken by the Department of Health 
and Human Services with regard to the marketing, 
investigation, and control of such drugs or other substances. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met one time during the reporting period in 
Rockville, Maryland. The date of the meeting was April 20, 
1999. 

The meeting on April 20, 1999, included a closed session to 
permit discussion of trade secret or confidential commercial 
information. 

ACCOMPLISHMENTS 

On the morning of April 20, 1999, the Committee met in open 
session to discuss appropriate patient populations and outcome 
measures for clinical trials for drugs to treat alcohol use 
disorders. 



-2- 

On the afternoon of April 20, 1999, the Committee met in 
closed session to discuss trade secret and/or confidential 
commercial information related to product development (5 
U.S.C. 552b(c)(4)). 
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. 
ANNUAL REPORT 

of the 

ONCOLOGIC DRUGS ADVISORY COMMITTEE 

for the period 

October 1, 1998 through September 30, 1999 

. 
FUNCTION 

The Committee reviews and evaluates data concerning the safety and effectiveness of 
marketed ‘and investigational human drug products for use in the treatment of cancer and 
makes appropriate recommendations to the Commissioner of Food and Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The Committee met five times during the reporting period in Gaithersburg, Bethesda and 
Silver Spring, Maryland. The dates of those meetings were November 16, 1998, January 
12 and 13, 1999, March 23, 1999, June 7 and 8, 1999 and September 16 and 17, 1999. 
Part of the meeting on March 23, 1999 was held in closed session to permit the discussion 
of trade secret and/or confidential commercial information. 

ACCOMPLISHMENTS 

On November 16, 1998, the Committee met to consider NDA 20-886, Panretin 8 
(ahtretinoin) Gel O.l%, from Ligand Pharmaceuticals Inc., indicated for the first-line 
topical treatment of cutaneous lesions in patients with AIDS-related Kaposi’s sarcoma. 
The Committee advised removing the words “first-line” from the proposed indication, 
due to concerns that this topical treatment might be automatically chosen when a systemic 
therapy would be more appropriate. The Committee agreed with the Open Public Hearing 
speakers that the psychological and aesthetic considerations were important and felt that 
there is a niche for this drug when the patient is adverse to the cytotoxicity of a systemic 



therapy, or in conjunction with systemic therapy, and recommended approval. A letter of 
approval was sent on February 5, 1999. The Committee also discussed data pertaining 
NDA 2 l-04 1 DepoCytTbl (DTC 10 1, liposomal cytarabine), from DepoTech Corporation, 
indicated for intrathecal therapy of lymphomatous meningitis. The Committee felt that 
there was uncertainty that DepoCyt showed a clear superiority in these trials, as missing 
data, the large number of variables and the small size of the trial preclude making 
comparative conclusions. However, there is no approved drug for this indication and 
DepoCyt does show activity by CSF cytologic response and has a relatively convenient 
and nondisruptive dosing schedule. The Committee voted for approval and a letter of 
approval was sent on April 5, 1999. 

On January 12, 1999, the Committee evaluated the data concerning NDA 2 l-029 and 
NDA 2 l-050, TemodalO (temozolomide) Capsules, from Schering Corporation, 
indicated for the treatment of adult patients with malignant glioma (glioblastoma 
multiforme and anaplastic astrocytoma) at first relapse. The Committee had serious 
concerns about using a retrospectively chosen end-point (6-month progression-free 
survival) for the glioblastoma indication, when the data show no evidence of 
improvement in overall survival, and recommended unanimously against approval for 
that indication. For the indication for anaplastic astrocytoma, the Committee 
unanimously recommended accelerated approval. The drug was approved for the 
treatment of anaplastic astrocytoma on September 24, 1999. On January 13, the 
Committee reviewed NDA 50-766, PrografB (tacrolimus), from Fujisawa Healthcare, 
Inc., indicated for the prophylaxis of graft-versus-host disease in patients receiving 
allogeneic bone marrow transplants. The Committee felt that a confirmatory trial would 
be necessary to further investigate safety and toxicity issues. It does appear that Prograf 
can be immunosuppressive and prevent graft-versus-host disease, but the safety concerns 
could limit its use to the least favorable clinical settings (unrelated donors, high risk 
patients. The vote was 9-4 against approval. Also on January 13, 1999, considered data 
relevant to NDA 20-765 OraTkst TM (tolonium chloride), from Zila, Inc. OraTestTM is an 
oral rinse that is indicated for use as a diagnostic adjunct in patients with oral lesions 

suspected or known to be malignant, to help in detection of all sites of cancer, definition 
of borders or cancerous lesions, and selection of sites to be biopsied. The Committee 
indicated that the data was not of high enough quality to determine the true rate of false 
positive and false negative readings. They recommended unanimously against approval 
based on the data presented. 

On March 23, 1999, the Committee met to consider NDA 2 l-05 1, Temodal 8 
(temozolomide) Capsules, from Schering Corporation, indicated for the first line 
treatment of patients with advanced metastatic malignant melanoma. The Committee felt 
that the trial results failed to show superiority of temozolamide over dacarbazine in either 
overall survival or progression-free survival, and voted against recommending approval. 
Also on March 23, 1999, the Committee met in closed session for the discussion of trade 
secret and/or confidential commercial information related to product development 
(5U.S.C. 552b (c)(4)). 
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On June 7, 1999, the Committee heard presentations regarding the use of time to tumor 
progression (TTP) as a possible basis for marketing approval of cytotoxic drugs for initial 
treatment of advanced metastatic breast cancer. The Committee felt that TTP is not a 
sufficiently reliable surrogate to be the basis of unqualified regular approval, but that TTP 
could be a sufficiently reliable surrogate for accelerated approval with confirmation of 
effect on survival or other patient benefit needed in Phase 4 to qualify for regular 
approval. The demonstration of a clinically realistic survival difference should be 
required and quality of life endpoints should also be examined. The Committee also 
heard data regarding NDA 21-010, Epirubicin hydrochloride Injection, from Pharmacia 
& Upjohn Company, indicated for use as a component of adjuvant therapy in patients 
with evidence of axillary-node-tumor involvement following resection of primary breast . 
cancer (Stage II & III), with locally advanced or metastatic breast cancer. The 
Committee voted that the safety risks were acceptable and that epirubicin was approvable 
in combination with cyclophosphamide and 5-FU for adjuvant treatment of patients with 
node-positive breast cancer. However, the Committee indicated that the data presented 
were not sufficient to provide independent substantiation for approval for epirubicin for 
first-line treatment of metastatic breast cancer. A letter was sent September 24, 1999. 
On June 8, 1999, the Committee considered NDA 50-718, SE 006, DoxilB (doxorubicin 
HCI liposome injection), from Alza Corporation, indicated for the treatment of patients 
with metastatic carcinoma of the ovary who are refractory to both paclitaxel- and 
platinum-based chemotherapy regimens. Refractory is defined as a patient having * 
progressive disease while on treatment, or within 6 months of completing treatment. The 
Committee relayed that complete responses to second line therapy are rare, and with an 
overall 13.8% response rate, it is unlikely that there will be any impact on survival data. 
Symptom control, or improvement in symptoms or in quality of life, would represent an 
advance in second line therapy for this indication. The Committee recommended 
approval and that further clinical trials to elucidate these endpoints be stipulated in any 
approval letter. An approval letter was issued June 30, 1999. The Committee also 
discussed NDA 20-221/ SE-012, EthyolB (amifostine) for injection, U.S. Bioscience, 
Inc., indicated for use to reduce the incidence and severity of radiation induced 
xerostomia. The Committee felt that the data showed that Ethyol did not have a, tumor 
protection effect, and that salivary function was protected. They voted 9-2 in favor of 
approval and the drug was approved on June 25, 1999. 

On September 16, the Committee convened to discuss NDA 2 l-053, UFT (uracil and 
tegafur) capsules, from Bristol-Myers Squibb Company, indicated with leucovorin 
calcium tablets for the first-line treatment of metastatic colorectal cancer. The 
Committee felt that the UFT/LV regimen was shown to be equivalent to the active control 
and voted that, if the FDA concludes the contribution of uracil to UFT is adequately 
shown, the NDA is approvable. The Committee also heard data pertaining to NDA 50- 
772, Evacet TM (doxorubicin HCl liposome injection), from The Liposome Company, Inc., 
indicated for the first-line treatment of metastatic breast cancer in combination with 
cyclophosphamide. Although the pivotal trial showed equivalent response rates and 
similar survival, that result was not repeated in study 2, which compared single agent 
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Evacet vs. Adriamycin. In study 2, efficacy, as measured by response rate, did not meet 
the criteria and there was a trend towards decreased survival. The Committee indicated 
that, although the cardiotoxicity data were favorable for Evacet, the supportive studies did 
not have the statistical power to show equivalent efficacy in antitumor activity, and voted 
against approval. On September 17, 1999, the Committee heard presentations on NDA 
20-262/S-033, TaxolB (paclitaxel) Injection, from Bristol-Myers Squibb Company, 
indicated for the adjuvant treatment of node-positive breast cancer administered 
sequentially to standard combination therapy. The Committee voted unanimously for 
approval for “all patients with node positive breast cancer” and a letter of approval was 
issued October 27, 1999. The Committee also considered biologics license application 
(BLA) 97- 100 1, RoferonGA, Hoffman-La Roche Inc., indicated for use as adjuvant 
treatment of surgically resected malignant melanoma without clinical evidence of nodal 
disease, AJCC stage II (Breslow thickness>l.5 mm, NO). The Committee expressed 
serious concerns about the quality of the data in this application, citing concerns about 
patient recruitment, the lack of appropriate stratification, the lack of a central pathology 
review, the accuracy of patient follow-up, and potential biases and voted unanimously 
against its approval. 

Tpy /9u 

Karen M. Templeton-Somers, Ph.D. 
Executive Secretary 
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Indiana University School of Medicine 
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ANNUAL REPORT 

OF THE 

MEDICAL DEVICES ADVISORY COMMITTEE 

for the period 

October 1, 1998 through September 30, 1999 

Function 

The Committee reviews and evaluates data on the safety and effectiveness of marketed and 
investigational devices and makes recommendations for their regulation. The panels engage in a 
number of activities to fulfill the functions the FFDC Act envisions for device advisory panels. 
With the exception of the Medical Devices Dispute Resolution Panel, each panel, according to 
its specialty area, advises the Commissioner of Food and Drugs regarding recommended 
classification or reclassification of devices into one of three regulatory categories; advises on any 
possible risks to health associated with the use of devices; advises on formulation of product 
development protocols; reviews premarket approval applications for medical devices; reviews 
guidelines and guidance documents; recommends exemption of certain devices from the 
application of portions of the Act; advises on the necessity to ban a device; and responds to 
requests from the agency to review and make recommendations on specific issues or problems 
concerning the safety and effectiveness of devices. With the exception of the Medical Devices 
Dispute Resolution Panel, each panel, according to its specialty area, may also make appropriate 
recommendations to the Commissioner of Food and Drugs on issues relating to the design of 
clinical studies regarding the safety and effectiveness of marketed and investigational devices. 

The Dental Products Panel also functions at times as a dental drug panel. The functions of the 
dental drug panel are to evaluate and recommend whether various prescription drug products 
should be changed to over-the-counter status and to evaluate data and make recommendations 
concerning the approval of new dental drug products for human use. 

The Medical Devices Dispute Resolution Panel provides advice to the Commissioner on 
complex or contested scientific issues between the FDA and medical device sponsors, applicants, 
or manufacturers relating to specific products, marketing applications, regulatory decisions and 
actions by FDA, and Agency guidance and policies. The Panel makes recommendations on 
issues that are lacking resolution, are highly complex in nature, or result from challenges to 
regular advisory panel proceedings or Agency decisions or actions. 



ANESTHESIOLOGY and RESPIRATORY THERAPY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met one time during the reporting period in Rockville, Maryland. 

The date of the meeting was December 18, 1998. 

The meeting on December 18, 1998, included a closed session to permit discussion of trade 
secret and/or confidential commercial information regarding pending issues and applications. 

Accomplishments 

On December 18, 1998, the panel met to discuss general issues related to tracheal gas 
insufflation (TGI) devices used to provide part or all of the breathing gas for treatment of 
respiratory insufficiency or failure. The use of TGI catheter, tube or lumen only for supply of 
fresh gas distinguishes TGI from common tracheal tubes and tracheostomy tubes, in which the 
gas flow alternates between inhalation and exhalation. Following the invited speaker’s overview 
and two brief presentations on TGI, the panel identified the minimum function that would be 
included in a complete TGI system, and the risks that would need to be controlled. They also 
provided advice on the nature of the data that would be needed to evaluate a TGI system. 

November 22, 1999 
Date 

ichael Bazaral. M.D. 
xecutive Secretary 
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DAY FAX: (301) 4804204 

Arthur S. Slutsky, M.D. 11/30/02 
Division Director 
Respiratory Medicine 
University of Toronto 
600 University Ave., Suite 656A 

_--. _ Toronto, Ontario, CN M5G 1X5 
DAY PHONE: (4 16) 586-5298 
INTERNET: 

DAY FAX: (4 16) 586-8558 

ANESTHESIOLOGY AND RESPIRATORY THERAPY DEVICES PANEL 

EXECUTIVE SECRETARY 

Michael Bazaral, M.D. 
Exec. Sec., Anesthesiology & Resp. Panel 
ODE/DCRND 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-450 
R&kville, MD 20850 
DAY PHONE: (301) 443-8609 
INTERNET: 

CHAIRPERSON 

VOTING IMEMBERS 

Lois L. Bready, M.D. 
Professor of Anesthesiology 
University of Texas 
Health Science Center 
7703 Floyd Curl Drive 
San Antonio, TX 78284-7838 
DAY PHONE: (210) 567-4511 
INTERNE:T: 

11 I30102 

DAY FAX: (210) 567-6135 

Roben M. Kacmarek, PH.D. 
Director, Respiratory Care 
Respiratory Care Department 
Massachusetts General Hospital 
32 Fruit St. - Ellison Bldg. Rm 401 
Boston, MA 02 114- 
DAY PHONE: (617) 724-4480 
INTERNET: 

11/3o/OO 

DAY FAX: (617) 724-4495 

Terri G. Monk, M.D. 
Professor 

1 l/30/01 

Department of Anesthesiology 
University of Florida, College of Medicine 
1600 S.W. Archer Road PO Box 100254 
Gainesville, FL 326 IO-025 1 
DAY PHQNE: (314) 362-1345 
INTERNET: 

DAY FAX: (352) 392-7029 
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ANFSTHESIOLOGY AND RESPIRATORY THERAPY DEVlCES PANEL 

VOTING MEMBERS 

11/30/00 

DAY FAX: (409) 772-4 166 

Donald S. Prough, M.D. 
Professor and Chairman 
Department of Anesthesiology 
University of Texas Medical Branch at Galveston 
Building E91 Suite 2A 
Galveston, TX 77555-0591 
DAY PHONE: (409) 772-2965 
INTERNET: ugh@marlin.utmb.edu 

Catherine S. Sassoon, M.D. 
Associate Professor 
Div Pulmonary & Critical Care Sect 
VA Medical Center 11 IP 
5901 East Seventh Street 
Long Beach, CA 90822 
DAY PHONE: (562) 494-5839 
INTERNET: CTIM) 

11/30/00 

DAY FAX: (562) 494-5832 

Oscar A. deleon-Casasola, M.D. 
Associate Professor of Anesthesiology 
Dept AN and Critical Care Medicine 
Roswell Park Cancer Institute 
Elm and Carlton Streets 
Buffalo, NY 14263 
DAY PHOi%: (7 16) 845-2300 
INTERNET: deleon@SC3103.med.bu 

I l/30/0 1 

b 

DAY FAX: (716) 845-8518 

NONVOTING MEMBERS 

CONSUMER REP 

E. Thomas Garman, D.ED. 
Professor and Associate Professor 
Dept Housing Inter Des & Resour Mgt 
Virginia Polytechnic Institute and State Universiy 
Blacksburg, VA 24061-0424 
DAY PHONE: (540) 23 1-6677 
INTERNET: , 

INDUSTRY REP 

Michael T. Amato 
Senior Vice President 
Special Accts & Profess Relations 
Monaghan Medical Corporation 
102 West Division St., Ste. 300 
Syracuse, New York, NY 13204 
DAY PHONE: (800) 343-9071 
INTERNET: 

DAY FAX: (540) 23 l-3250 

1 l/30/01 

11/30/o 1 

DAY Fky: (315) 472-1924 



CIRCULATORY SYSTEM DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met three times durin, 0 the reporting period in Gaithersburg, Maryland. 

The dates of the meetings were October 27, 1998, December 7, 1998 and June 23-24, 1999. 

No closed sessions were held during FY99. 

ACCOMPLISHMENTS 

On October 27, 1998, a premarket approval application (PMA) for the Eclipse TMR Holmium 
Laser System was recommended for approval with conditions. The device is indicated for 
transmyocardial revascularization. 

On December 7, 1998, the panel discussed and made recommendations on clinical trial 
requirements for future approval of coronary stents. 4 

During the June 23-24, 1999 meeting, on the first day, a PMA for the EGS@ and Ancure@ 
Endovascular Grafting Systems was recommended for approval with conditions. These devices 
are indicated for treatment of Grade I and Grade II infrarenal abdominal aortic aneurysms. On 
the same day, another PMA for the AneuRx Bifurcated Endovascular Prosthesis System was 
recommended for approval with conditions. This device is indicated for the endovascular 
treatment of infrarenal abdominal aortic and aorto-iliac aneurysms. During the open public 
hearing, the Society for Vascular Surgery and the Lifeline Foundation presented information to 
the panel regarding post-market surveillance and physician training for these devices. On the 
second day, a PMA for the Hancock@ II Bioprosthetic Heart Valve was recommended for 
approval with conditions. These devices are indicated for replacement of the aortic and/or mitral 
heart valves. On the same day, another PMA for the Model 7250 Jewel AF Arrhythmia 
Management Device was recommended for approval with conditions. The device is indicated 
for the treatment of patients who are at risk of sudden cardiac death due to ventricular 
arrhythmias that may also either have or are risk of developi ‘g atria1 arrhythmias. 

9 

November 22, 1999 
Date Executive Secretary 
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:IRCULATORY SYSTEM DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMI-ITEE, FDA 

EXECUTIVE SECRETARY 

John Stuhlmuller, M.D. 
Exec. Set , Circulatory System Devices 
ODE/DCRND 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-450 
RdMtville, MD 20850 
DAY PHONE: (301) 443-8243 
INTERNET: 

CHAIRPERSON 

Anne B. Curtis, M.D. 
Professor of Medicine 
Dept of Medicine, Div of Cardiology 
University of Florida 
1600 S.W. Archer Road 

- - Gainesville, FL 32610- 
DAY PHONE: (352) 392-2469 
INTERNET: 

VOTING MEMBERS 

Michael D. Crittenden, M.D. 
Director, Surgical Service 
Intensive Care Unit 
West Roxbury V.A. Medical Center 
1400 VFW Parkway 
West Roxbury, MA 02 132 
DAY PHONE: (6 17) 323-7700 
INTERNET: 

Julie A. Freischlag, M.D. 
Professor and Chief, Section of Vascular 
Director, Gonda Vascular Center 
UCLA School of Medicine 
200 Medical Plaza 510-SA, PO-956958 
Los Angeles, CA 90095-6958 
DAY PHONE: (310) 267-0182 
INTERNET: 

Renee S. Haru, M.D. 
Professor of Surgery 
Depanment of Surgery SL22 
Tulane Medical Center 
1430 Tulane Avenue 
New Orleans, LA 70112 
DAY PHONE: (504) 582-7998 
INTERNET: RFHARTZMD@AOL.COM 

DAY FAX: (301) 480-4204 

06/3O/OO 

DAY FAX: (352) 846-03 14 

06/30/O I 

DAY FAX: (617) 363-5567 

. 

06/30/03 

DAY FAX: (3 IO) 267-O 189 

06/30/0 1 

DAY FAX: (503) 587-2 14 1 
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:IRCULATORY SYSTEM DEVICg PANEL, OF THE MEDICAL DEVICES ADVISORY COMMITI-EE, FDA 

VOTING MEMBERS 

Jose A. Lopez, M.D. 
Consultant Cardiologist 
Prairie Cardiovascular 
Consultants. LTD 
P. 0. Box 19420 
Spiingfield, IL 62794-9420 
DAY PHONE: (217) 788-0706 
INTERNET: 

Tony W. Simmons, M.D. 
Associate Professor of Medicine 
Wake Forest University 
Bowman-Gray School of Medicine 
Winston-Salem, NC 27 157- 1046 
DAY PHONE: (336) 7 16-4667 
INTERNET: tsimmons@bgsm.edu 

Janet T. Wines, PH.D. 
President 
Statistics Collaborative, Inc. 
1710 Rhode Island Ave. NW Suite 200 
Washington, DC 20036 
DAY PHONE: (202) 429-9267 
INTERNET: 

06/30/00 

DAY FAX: (2 17) 5252535 

06/30/00 

DAY FAX: (336) 716-7771 - 

06/30/03 _ 

DAY FAX: (202) 429-9268 

NONVOTING MEMBERS 

CONSUhIER REP 

Roben A. Dacey 06/30/02 
378 Wardsworth Circle 
Longmonc, CO 80501-5747 
DAY PHONE: (303) 682-3230 DAY FAX: 0 - 
INTERNET: rdacey@compuserve.com 

INDUSTRY REP 

Gary J. Jar-vis 
Industry Representative 
Senior Clinical Research Manager 
St. Jude Medical 
1 Lillehei Plaza 
St. Paul, MN 55117 
DAY PHONE: (6 12) 490-4320 
INTERNET: 

06/30/O 1 

DAY FA?i: (6 12) 490-4409 



CLINICAL CHEMISTRY and CLINICAL TOXICOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met one time during the reporting period in Gaithersburg, Maryland. 

The date of the meeting was February 26, 1999. 

The meeting on February 26, 1999, included a closed session to permit discussion and review of 
trade secret and/or confidentia1 commercial information relating to present and future agency 
issues. 

ACCOMPLISHMENTS 

On February 26, 1999, a PMA for the continous glucose monitoring system (CGMS) was 
recommended for approval with the following conditions: (1) submission of additional data 
analyses regarding interference validation of the calibration algorithm; (2) labeling changes and 
additional patient education information; (3) submission of additiona data analyses regarding 
the validation of the calibration algorithm; and (4) additional studies to gather data from the use 
of the device in various patient groups not previously selected for study: 
a. Type II diabetics 
b. Children with diabetes 
c. Gestational onset of diabetes 
d. Long and short ten-n duration diabetics; and 
e. Non-Caucasian diabetics 
The device is intended to continuously record interstitial glucose levels in persons with diabetes 
melhtus. This information is intended to suppIement not replace bIood glucose monitoring 
devices. The information collected by CGMS may be down loaded and displayed on a computer 
and reviewed by healthcare professionals. 

November 22, 1999 
Date I /Executive Secretary 



8 WORK ADDRESS ROSTER 
SORTED BY PANEL/COMMITT’EE, FUNCI’ION, NAME 

07130199 
Page - I 

CLINICAL CHEMISTRY AND CLINICAL TOXICOLOGY DEVICES PANEL 

EXECUTIVE SECRETARY 

Sharon Lappalainen 
Ex. Sec., Clinical Chem. and Toxicology 
ODEIDCLD 
Center for Devices and Radiological Health 
2098 Gaither Road HFZ 440 
RdEkville, MD 20805 
DAY PHONE: (301) 594-1243 
INTERNET: 

CHAIRPERSON 

Henry C. Nipper, PH.D. 
Assistant Dean for Admissions 
School of Medicine 
Creighton University 
2500 California Plaza 
Omaha, NE 68178-0078 
DAY PHONE: (402) 280- 1895 
INTERNET: 

VOTING MEMBERS 

Beverly M. Harrington-Falls, M.D. 
Cornerstone Healthcare 
3 19 Westwood Avenue 
High Point, NC 272624335 
DAY PHONE: (336) 88.54 190 
INTERNET: 

Martin H. Kroll, M.D. 
Associate Director 
Division of Clinical Chemistry 
The Johns Hopkins Hospital 
600 N. Wolfe Street - Meyer B-,I25 
Baltimore, MD 2 1287-7065 
DAY PHONE: (4 10) 955-6304 
INTERNET: mkroll@pathlan.path.jhu.edu 

Sherwood C. Lewis, PH.D. 
Director of Toxicology 
Office of the Chief Med. Examiner 
State of Connecticut 
11 Shuttle Road 
Farmington, CT 06032- 
DAY PHONE: (860) 679-3980 
INTERNET: 

DAY FAX: (301) 594-5940 

02/28/00 

DAY FAX: (4 12) 280. _- -1241 

02/28/00 

DAY FAX: (336) 8854191 

02/28/02 

DAY FAX: (4 IO) 95.50767 

02/28/00 

DAY FAX: (860) 679-1257 
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CLIMCAL CHEMISTRY AND CLINICAL TOXICOLOGY DEVICES PANEL 

VOTING MEMBERS 

Barbara R Manno, PH.D. 
Professor 
Department of Psychiatry 

. LSU State Univ Medical Center 
1541 Kings Highway 
Shr‘eveporr, LA 7 1103- 
DAY PHONE: (318) 675-7810 
INTERNET: 

Nader Rifai, PH.D. 
Director of Clinical Chemistry 
Department of Laboratory Medicine 
Children’s Hospital 
300 Longwood Avenue 
Boston, MA 02115 
DAY PHONE: (617) 355-7173 
INTERN-ET: 

Arlan L. Rosenbloom, M.D. 
Professor of Pediatrics 
Department Pediatrics Endocrinology 
University of Florida, College of Medicine 
1701 Southwest 16th Avenue 
Gainesville. FL 32608- 
DAY PHONE: (352) 334- 1390 
INTERNET: 

NONVOTING MEMBERS 
. 

CONSUMER REP 

Davida F. Kruger, R.N. 
Certified Nurse Practitioner 
Henry Ford Hospital 
Henry Ford Health System 
2799 West Grand Boulevard 
Detroit, MI 48202 
DAY PHONE: (3 13) 876-3906 
INTERNET: 

INDUSTRY REP 

Robert L. Habig. PH.D. 
Director 
Corporate Regulatory Affairs 
Becton Dickinson & Co. 
1 Becton Drive 
Franklin Lakes. NJ 07417-1880 
DAY PIlOh?Z: (201) 847-6024 
INTERNET: 

02/28/02 

DAY FAX: (3 18) 675-78 11 

02/28/02 

DAY FAX: (617) 355-6081 

02/28/03 - 

DAY FAX: (352) 334-l 325 

02/28/02 

DAY FAX: (3 13) 876-3907 

02/28/00 

DAY FAX: (201) 847-5378 



DENTAL PRODUCTS PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met one time during the reporting period in Gaithersburg, Maryland. 

The date of the meeting was May lo- 1 I, 1999. 

The meeting on May 10, 1999, included a closed session to permit discussion of trade secret 
and/or confidential information regarding dental device issues. 

ACCOMPLISHMENTS 

On May lo- 11, 1999, the panel discussed two PMAs: Patient-Fitted TMJ Reconstruction 
Prosthesis and the TMJ Fossa Eminence/TMJ Condylar Prosthesis System. Both of these total 
temporomandibular joint (TMJ) prostheses are indicated for reconstruction of the TMJ. The 
panel recommended approval with conditions for both PMAs. 

November 22,1999 
Date 

amela D. Scott 
Secretary 



DENTAL PRODUCTS PANEL OF THE MEDICAL DEVICE ADVISORY COMMITTEE 

EXECUTIVE SECRETARY 

Pamela Scott, B.S. 
Exec. Sec., Dental Products Panel 
ODE/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ480 
Rockville, MD 20850 
DAY PHONE: (301) 4438879 
INTERNET: 

VOTING MEMBERS 

Robert J. Genco, DDS, PH.D. 
Assoc Dean for Graduate Studies 
Dept. of Oral Biology 
State Univ of NY Sch of Medicine 
Foster Hall 

1 o/3 1 I99 

Buffalo, NY 14214- 
DAY PHONE: 
INTERNET: 

(7 16) 829-2854 DAY FAX: (7 16) 829-2387 

Janine E. Janosky, PH.D. 
Asst. Prof., Div of Biostatistics 
Dept. of Family Med. & Clin. Epidem 
U of Pittsburgh Sch. of Medicine 
Rm. 170 Lothrop Hall 
Pittsburgh, PA 15261 
DAY PHONE: (4 12) 383-8832 
INTERNET: 

Mark R. Patters, DDS. PH.D. 
Chairman 
Dept. of Periodontology 
Univ. of Tennessee, Col. of Dent. 
875 Union Avenue 
Memphis, TN 38 163- 
DAY PHONE: (901) 448-6242 
INTERNET: 

DAY FAX: (301) 480-3002 

10/31/00 

DAY FAX: (4 12) 383-7622 

10/31/00 

DAY FAX: (90 1) 448-675 I 
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DENTAL PRODUCTS PANEL OF THE MEDICAL DEVICE ADVISORY COMMITTEE 

NONVOTING MEMBERS 

CONSUMER REP 

Donald S. Altman, D.D.S. 
Chief 
Office of Oral Health 
Mona Department of Health Services 

--1749 West Adams Street 
Phoenix, AZ 85007 
DAY PHONE: (602) 542-l 866 
INTERNET: 

INDUSTRY REP 
MEDICAL DEVICES 

Floyd G. Larson 
Pacific Materials and Interfaces 
4329 Graydon Road 
San Diego, CA 92 130 
DAY PHONE: (619) 792-1235 
INTERNET: 

INDUSTRY REP 
DENTAL DRUGS 

Lewis P. Cancro 
59 Limerick Road 
Trumbull, CT 06611- 
DAY PHONE: 
INTERNET: 

(203) 38 1-4247 

10/31/00 

DAY FAX: (602) 542-2936 

10/31/01 

6AY FAX: (619) 792-1236 

1 o/3 1 I99 

DAY FAX: (203) 381-4212 



EAR, NOSE, and THROAT DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The date of the meeting was June 18, 1999. 

The meeting on June 18, 1999, included a closed session to permit discussion of trade secret 
and/or confidential commercial information relating to present and future agency issues. 

ACCOMPLISHMENTS 

On June 18, 1999, the panel met to discuss items relating to safety and efficacy of implantable- 
middle ear amplification devices. The panel’s suggestions and recommendations will be 
incorporated into a guidance document that manufacturers can follow when submitting IDES or 
PMAs for these devices. A medical official from Health Canada participated as a guest expert, 
thus offering perspective from another reguIatory body and enhancing the partnering initiative 
with the Canadian government. 

November 22, 1999 
Date 

arry Sauberman 
xecutive Secretary 
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:AR, NOSE AND THROAT DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Harry Sauberman 
Exec. Sec., Ears, Nose, and Throat Panel 
ODE DRAERD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-470 
Rtikville, MD 20850 
DAY PHONE: (301) 5942080 
INTERNET: 

DAY FAX: (30 1) 4804224 

CHAIRPERSON 

Carl A. Patow, M.D. 
Health Partners 
8100 34th Avenue South PO box 1309 
Minneapolis, MN 55440-1309 
DAY PHONE: (612) 883-7184 
INTERNET: 

10/31/01 

DAY FAX: (612) 883-7181 

VOTING MEMBERS 

Emmett E. Campbell, M.D. 
Otolaryngologist 
Garden City Medical Center 
520 Franklin Avenue, L9 
Garden City, NY 11530- 
DAY PHONE: (5 16) 742-0220 
INTERNET: 

1 o/3 1 I99 

DAY FAX: (5 16) 7426504 

Anjum Khan, M.D. 
Private Practice Otolaryngologist 
Holy Cross Medical Center 
2415 Musgrove Road Suite 203 
Silver Spring, MD 20904 
DAY PHONE: (301) 989-2300 
INTERNET: 

10/31/01 

DAY FAX: 0 - 

Paul R. Kileny. PH.D. 
Professor and Director 
Div. of Audiology and Electra-Phys 
Univ of Michigan Health System 
1500 East Medical Center Dr TC 1904 
Ann Arbor, Ml 48109-0312 
DAY PHONE: (734) 936-8013 
INTERNET: 

’ 10/31/02 

DAY FAX: (734) 936-9625 



CDRII 
a 

_ ..__ _.- -- 
WORK ADDRESS ROSTER 

SORTED BY PANELKOMMI’ITEE, FUNCIION, NAME 

07/30/99 
Page - 2 

:AR, NOSE AND THROAT DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMII-l-EE, FDA 

VOTING MEMBERS 

Clough Shelton, M.D. 
Associate Professor of Otolaryngology 
Division of Otolaryngology 
University of Utah 
50 North Medical Drive, 3C120 
SalC Lake City, UT 84132 
DAY PHONE: (801) 585-5450 
INTERNET: 

Yvonne S. Sininger, PH.D. 
Director CARE Center 

. Children’s Auditory & Research Eval 
House Ear Institute 
2100 West Third Street, Fifth Floor 
Los Angeles, CA 90057 
DAY PHONE: (2 13) 353-7094 

_ . - _ . .-.- ._ ImRN’ET: . _ - - - _. 

Gayle E. Wowison, M.D. 
Professor 
Department of Otolaryngology 
University of Tennessee, Memphis 
956 Court, Room B210 
Memphis, TN 38104- 
DAY PHONE: (901) 448-7677 
INTERNET: 

NONVOTING MEMBEELS 

CONSUMER REP 

Renee A. Middleton, PH.D. 
Assistant Professor 
Deptartment of Counseling 
Auburn Univ. College of Education 
3084 Haley Center 
Auburn, AL 36849-52 18 
DAY PHONE: (334) 844-3556 
INTERNET: 

INDUSTRY REP 

William H. Duffell, Jr., PH.D. 
Vice President 

. Regulatory and Clinical Affairs 
Cyberonics, Inc. 
165 11 Space Center Blvd., Suite 600 
Houston, TX 77058 
DAY PHONE: (281) 228-7223 
INTERNET: 

10/31/00 

DAY FAX: (801) 585-5744 

10/31/01 

DAY FAX: (213) 483-3716 

1013 l/O0 

DAY FAX: (901) 448-5120 

10131199 

DAY FAX: (334) 844-5785 

10/31/00 

DAY FAX: (281) 218-9332 



GASTROENTEROLOGY and UROLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Rockville, Maryland. 

The dates of the eetjngs were October 29, 1998 and July 29, 1999. 

b 
. 

The meeting on &29, 1999, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding present and future FDA issues. 

ACCOMPLISHMENTS 

On October 29, 1998, the panel discussed a PMA Supplement for an extracorporeal 
imrnunoadsorption device. This new indication for the PROSORBA column is for the treatment 
of rheumatoid arthritis. The device was recommended for approval subject to the following 
conditions: 1) that the suggested modification be made to the labeling, including a revised 
statement of indications of use; and 2) a postmarketing study address device usein combination 
with other drugs to manage arthritis and rheumatoid arthritis diseases (DMARDs) and treatment 
with PROSORBA. If an indication of use for patients with mild rheumatoid arthritis is sought, a 
postmarketing study must also address this proposed indication. 

On July 29, 1999, a PMA for the Durasphere (urethral bulking agent) was recommended for 
approval subject to the following conditions: 
1. labeling changes related to gender and child bearing age potential; 
2. for use by physicians trained in therapeutic cystoscopy; and 
3. post-approval study to follow 200 treated female patients for 5 years to evaluate long-term 

durabihty. 
The device is indicated for the treatment of stress urinary incontinence due to intrinsic sphincter 
insufficiency. This device is injected into the urethral submucosa under endoscopic vision to 
achieve urethral bulking and coaptation. The panel also discussed possible revisions to the Draft 
Guidance for Preparation of PMAs for Testicular Prostheses, March 1993. The panel suggested 
the use of a patient registry as a long-term follow-up mechanism. 

November 22, 1999 
Date 
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:ASTROENTEROLOGY AND UROLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMIITEE 

EXECUTIVE SECRETARY 

Mary Cornelius 
Executive Secretary 
ODE/DRAERD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-470 
Rdckville, MD 20850 
DAY PHONE: (301) 5942194 
INTERNET: 

CHAIRPERSON 

Anthony N. Kalloo, M.D. 
Director of Gastrointestinal Endoscopy 
The Johns Hopkins University School of Medicine 
600 North Wolf Street 
Baltimore, MD 21205- 
DAY PHONE: - (4 IO) 955-9697 
INTERNET: 

VOTING MEMBERS 

Craig F. Donatucci, M.D. 
Assistant Professor of Urology 
Dept. of Surgery, Div. of Urology 
Duke Univ. Medical Ctr., Rm 1108A Green 
Trent Street, Box 3274 
Durham, NC 27710- 
DAY PHONE: (919) 684-2127 
I hTERNET: 

Jenelle E. Foote, M.D. 
M.D. (Private Practice) 
Midtown Urology Surgical Center 
128 North Avenus, NE, Suite 100 
Atlanta, GA 30308 
DAY PHONE: (404) 88 l-0966 
INTERNET: 

Robert H. Hawes, M.D. 
Professor, Internal Medicine 
Digestive Disease Center 
Medical University of South Carolina 
Rm 421, No. Tower, 171 Ashley Ave 
Charleston, SC 29425 
DAY PHONE: (843) 792-6864 
INTERNET: 

DAY FAX: (301) 594-2339 

12/31/02 

DAY FAX: (4 10) 6 14-2490 

12/31/00 

DAY FAX: (919) 681-7423 

12/31/01 

DAY FAX: (404) 874-5902 

12/31/01 

DAY FAX: (843) 792-4 184 
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:ASTROENTEROLOGY AND UROLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE 

VOTING MEMBERS 

M’Liss A. Hudson, M.D. 
Parkcrest Surgical Associates 
675 Old Ballas. Suite 200 
St. Louis, MO 63141 
DAY PHONE: (314) 569-0130 
INTERNET: 

Joseph H. Steinbach. PH.D. 
Assistant Research Biomathematician 
Gastroenterology V- 111-D 
V.A. Medical Center 
3350 La Jolla Village Drive 
San Diego, CA 92161- 
DAY PHONE: (858) 552-8585 
INTERNET: extension 7305 

Leonard L. Vertuno, M.D. 
Chief of Staff 
Loyola University Medical Center 
Room 1030 - Building 103 
Maywood, IL 60153- 
DAY PHONE: (708) 2 16-4400 
INTERNET: LVERTUN@vpo.it.!uc.edu 

NOh?OTING MEMBERS 

CONSUMER REP 

Diane K. Newman, MSN 
Adult Nurse Practitioner 
DKN and Associates, Inc. 
834 Chestnut Street 
Philadelphia, PA 19107 
DAY PHONE: (215) 923-1492 
INTERNET: 

INDUSTRY REP 

Alan H. Bennett, M.D. 
28 Oak Bend, Llewellyn Park 
West Orange, NJ 07052 
DAY PHONE: (973) 736-9705 
INTERNET: 

1213 1 /OO 

DAY FAX: (3 14) 569-0779 

12/31/01 

DAY FAX: (858) 5524327 

1213 1 I99 

DAY FAX: (708) 2 16-9033 

12/3 l/O2 

DAY FAX: (2 15) 923-9024 

1213 l/99 

DAY FAX: (973) 736-9705 

- 
I 



GENERAL. AND PLASTIC SURGERY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met twice during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were November 17, 1998 and June 16, 1999. 

The meeting on November 17, 1998, included a closed session to permit discussion of trade 
secret and/or confidential information regarding pending issues. 

The meeting on June 16, 1999, included a closed presentation of data session to allow the 
sponsor to present to the committee trade secret and/or confidential commercial information. 

ACCOMPLISHMENTS 

On November 17, 1998, the panel recommended that hydrophilic wound and bum dressings, 
occlusive wound and bum dressings, hydrogel wound and bum dressings and cotton gauze be 
placed into class I. The panel also recommended that porcine burn dressings be placed into class 
II. Until this time all wound dressings were unclassified. 

On June 16, 1999, a PMA for the Intuitive Surgical Endoscopic Instrument Control System and 
Intuitive Surgical Endoscopic Instrument was recommended for approval with conditions. These 
two conditions were: (1) that the company propose a comprehensive training program for proper 
training of surgeons intending to use the system; and (2) that the clip applier be removed from 
the list of approved instruments. This robotic system is currently intended for laparoscopic 
surgery. 

November 22. 1999 
Date 

t 
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;ENERAL AND PLASTIC SURGERY DEVICFS PANEL OF THE MEDICAL DEVICES ADVISORY COMMIITEE, FDA 

EXECUTIVE SECRETARY 

David Krause, PH.D. 
Exec. Sec., General and Plastic Surgery 
Office of Device Eva!uation/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-4 10 
Rockville, MD 20850 
DAY PHONE: (30 1) 594-3090 
INTERNET: DXK@cdrh.fda.gov 

VOTING MEMBERS 

Benjamin 0. Anderson, M.D. 
Assistant Professor of Surgical Oncology 
Department of General Surgery 
University of Washington School of Medicine 
Box 356410 
Seattle, WA 98 195 
DAY PHONE: 
INTERNET: 

(206) 543-6352 

Joseph V. Boykin. Jr., M.D. 
Med ica! Director 
Wound Healing Center 
Columbia Retreat Hospital 
2621 Grove Avenue 
Richmond, VA 23220 
DAY PHONE: (804) 353-8100 
INTERNET: 

Phyllis Chang, M.D. 
Staff Surgeon 
Plastic and Reconstructive Surgery 
University of Iowa Hospital and Clinics 
200 Hawkins Drive Jpp2960 
Iowa City, IA 52240 
DAY PHONE: (319) 356-2125 
INTERNET: 

David L. DeMets, PH.D. 
Professor of Biostatistics, Chair 
Dept Biostat & Med Informatics 
University of Wisconsin, Madison 
600 Highland Avenue Rm: K6446 
Madison, WI 537924675 
DAY PHONE: (608) 263-2947 
INTERNET: 

DAY FAX: (30 1) 594-2358 

08/31/01 

DAY FAX: (206) 543-S 136 .- 

OS/3 l/O2 

DAY FAX: (804) 3534658 

OS/3 l/O2 

DAY FAX: (3 19) 353-7459 

OS/3 1 IO2 

DAY FA..: (608) 263-1059 

1 



0 
. 

KDRH 
WORK ADDRESS ROSTER 

SORTED BY PANEL/COMMIlTEE, FUNCTION, NAME 

07/30/99 
Page - 2 

;ENERAL AND PLASTIC SURGERY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITl-EE, FDA 

VOTING MEMBERS 

Susan Galandiuk, M.D. 
Associate Professor of Surgery 
Department of Surgery 
University of Louisville 
550 South Jackson Street 
Lciiisville, KY 40202 
DAY PHONE: (502) 8524568 
INTERNET: 

Thomas V. Whalen, M.D. 
Head, Division of Pediatric Surgery 
Robert Wood Johnson Medical School at Camden 
3 Cooper Plaza, Suite 411 
Camden, NJ 08 103 
DAY PHONE: (609) 342-2000 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Maxine F. Brinkman, R.N. 
Director, Women’s and Children’s Service 
North Iowa Mercy Health Center 
1000 4th Street SW 
Mason City, IA 50401 
DAY PHONE: (5 15) 422-7347 
INTERNET: 

INDUSTRY REP 

James W, Bums, PH.D. 
Scientific Director 
Genzyme Corporation 
One Kendall Square 
Cambridge, MA 02 139- 
DAY PHONE: 
INTERNET: 

(6 17) 252-7522 

08/31/01 

DAY FAX: (502) 852-8915 

08/31/01 

DAY FAX: (609) 54 I-2634 

0813 1 /O 1 

DAY FAX: (515) 422-6383 

08/3 l/99 

DAY FAX: 0 - 



GENERAL HOSPITAL AND PERSONAL USE DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met one time during the reporting period in Rockville, Maryland. 

The date of the meeting was August 2, 1999. 

The meeting on August 2, 1999, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending and future submissions. 

ACCOMPLISHMENTS 

On August 2, 1999, the panel met to discuss possible revisions to the 1995 draft guidance 
“Supplementary Guidance on the Content of Premarket Notification [510(k)] Submissions for 
Medical Devices with Sharps Injury Prevention Features.” The panel recommended that clinical 
use studies be submitted for specific claims regarding reduction of sharps injuries. The panel 
also recommended the guidance document include more specifics on microbial test 
recommendations, evaluation of home-use products, and expanded emphasis on educational 
programs for users. The expanded use of post-market pilot studies was suggested by the panel. 
The panel also discussed and made recommendations for developing premarket guidance for jet 
injectors. They recommended the need for bench and preclinical information, with more 
extensive performance information for devices with new technology. The panel further 
recommended that the FDA should request data to determine the potential for cross- 
contamination with reusable injectors. The panel also suggested the need for prospective clinical 
data on administration of new vaccines and drugs and an analysis of existing data for drugs and 
biologics historically administered by these types of devices. 

November 22, 1999 
Date Executive Secretary 
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;ENERAL HOSPITAL AND PERSONAL USE DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Martha O’Lone 
Executive Secretary 
ODE/DDIGD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-480 
R&kville, MD 20850 
DAY PHONE: (301) 443-8913 
INTERNET: 

DAY FAX: (30 1) 480-3002 

CHAIRPERSON 

1213 l/99 

’ DAY FAX: (617) 724-3544 

.- 

Elaine M. Hylek, M.D. 
General Internal Medicine Unit 
Massachusetts General Hospital 
50 Stamford St; 9th FI - Rm SSO-9 
Boston, MA 02114 
DAY PHONE: (6 17) 724-3204 
INTERNET: 

VOTING MEMBERS 

Margaret Avila-Monge, R.N. 12/31/01 
Multi-Lingual Health Education Network 
5802 Washington Avenue 

, Whittier, CA 90601 
DAY PHONE: (562) 907-0550 DAY FAX: (562) 698-55 15 
INTERNET: 

Joseph F. Fowler, JR., M.D. 
Private Practice 

12/31/01 

310 East Broadway, Suite 100 
Louisville, KY 40202 
DAY PHONE: (502) 583-7546 
INTERNET: 

DAY FAX: (502) 589-3429 

Michele L. Pearson, M.D. 
Medical Epidemiologist 

12/3l/Ol 

Hosp Infections Prog, National Cntr 
Infectious Dis., Cnrr for Dis Control & Prevention 
1600 Clifton Rd., NE; Mailstop E-69 
Atlanta, GA 30333 
DAY PHONE: (404) 639-64 IS 
INTERNET: 

DAY FAX: (404) 639-6459 
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;ENERAL HOSPITAL AND PERSONAL USE DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

William A. Rutala, PH.D 
Professor 
Division of Infectious Diseases 
Univ of North Carolina Sch of Med 
547 Burnett-Womack Bldg. CB# 7030 
Ch>pel Hill, NC 27599-7030 
DAY PHONE: (919) 966-1636 
INTERNET: 

12/31/O 

DAY FAX: (919) 966-6714 

Marcia A. Ryder, R.N. 
Nurse Consultant 

12/31/00 

. 1504 Forge Road 
San Mateo, CA 94402 
DAY PHONE: (650) 341-1154 DAY FAX: (650) 34 l-607 1 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Dianne F. Kaseman, PH.D., R.N 
Vice President 
IEI Corporation 
704 Carter Road 
Rockville, MD 20852 
DAY PHONE: (301) 279-2599 
INTERNET: 

INDUSTRY REP 

Salvadore F. Palomares 
ICU Medical, Inc. 
95 1 Calle Amanecer 
San Clemente, CA 92673 
DAY PHONE: (714) 366-4332 
INTERNET: 

12/3 l/O2 

DAY FAX: 0 - 

12/31/01 

DAY FAX: (949) 366-8368 

I 



HEMATOLOGY and PATHOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Gaithersburg, Maryland. 

The date of the meeting was January 19-20, 1999. 

On January 19, 1999, the committee heard and reviewed trade secret and/or confidential 
commercial information on a product development protocol (PDP). This portion of the meeting 
was closed to permit discussion of this information. 

ACCOMPLISHMENTS 

On January 19, 1999, following the open public session, the panel held its first discussion of a 
product development protocol. 

On January 20, the panel recommended to the FDA that Class III automated differential cell 
counters be classified into Class II. The panelists identified the following special controls for the 
devices: testing guidelines, guidance documents and specific data labeling requirements for blast 
and atypical lymphocyte verification, bone marrow differential counts and progenitor cells. 

November 22, 1999 
Date . Executive Secretary 
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IEMATOLOGY AND PATHOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Veronica Calvin 
Exec. Sec., Hematology and Pathology 
ODE/DCLD 
Center for Devices and Radiological Health 
2098 Gaither Road HFZ-440 
Robille, MD 20850 
DAY PHONE: (301) 594-1243 
INTERNET: 

CHAIRPERSON 

Timothy J. O’Leary, M.D., PH.D 
Chairman 
Dept. of Cellular Pathology 
Armed Forces Institute of Pathology 
14th and Alaska Avenue, N-W. 
Washington, DC 20306- 
DAY PHONE: (202) 782-256 1 
INTERNET: 

VOTING hfEhlBEFtS 

Dorothy M. Adcock, M.D. 
Staff Pathologist 
Department of Pathology 
Kaiser Perrnanente 
16601 E. Centretech Parkway 
Aurora, CO 8001 I 
DAY PI IONE: (303) 344-7057 
INTERNET: 

Raheela Ashfaq, M.D. 
Director of Cytopathology 
Depanment of Pathology 
Univ of Texas SW Medical Center 
5323 Harry Hines Blvd 
Dallas, TX 752359073 
DAY PHONE: (2 14) 590-8897 
INTERNET: 

Juan C. Felix, M.D. 
Director of Pathology 
Women’s & Childrens Hospital 
Room 1123 
1240 N. Mission Road 
Los Angeles, CA 90033- 
DAY PIIONE: (323) 226-300 1 
INTERNET: 

DAY FAX: (301) 594-594 1 

02/28/00 

DAY FAX: (202) 782-7623 

02/28/03 

DAY FAS: (303) 739-3597 

02/28/00 

DAY FAX: (2 14) 590-272 I 

02/28/02 

DAY FAX: (323) 226-3535 

-I 
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02/28/01 

DAY FAX: (407) 303-244 1 

02/28/03 

DAY FAX: (316) 681-0151 

02/28/03 

. 
[EMTOLOGY AND PATHOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEIMBERS 

John L. Francis, PH.D. 
Division Director 
Clinical and Research Lab 
Walt Disney Memorial Cancer Institute #I00 
2501 North Orange Avenue, Suite 786 
Orhndo, FL 32804- 
DAY PHONE: (407) 303-2440 
INTERNET: 

. Mary L. Nielsen, M.D. 
Staff Pathologist, Hays Pathology Labs. 
Kansas Pathology Consultants 
DBA Kansas 
3333 E. Central Ave., Suite 721 
Wichita, KS 6720% 
DAY PHONE: (316) 681-2741 
INTERNET: 

Simon 0. Ogamdi, PH.D. 
Chairperson & Professor, Dept of Health 
Florida Atlantic University 
Boca Raton Campus Bldg. 47, Room 443 
777 Glades Road 
Boca Raton, FL 3343 1 
DAY PHONE: (954) 236- 1264 
INTERNET: 

DAY F&Y: (561) 367-3613 

NONVOTING bLIERlBERS 

CONSUMER REP 

Ellen S. Rosenthal, M.S. 
Freelance Writer 
10508 Willowbrook Drive 
Potomac, MD 20854- 

02/28/00 

* DAY PHONE: (301) 983-0478 
INTERNET: . 

DAY FAX: (30 1) 983-0478 

INDUSTRY REP 

Alton D. Floyd. PH.D. 
President 
Trigon Technology, Inc. 
23126 South Shore Drive 
Edwardsburg, MI 49112- 
DAY PHONE: (616) 699-7182 
INTERNET: 

02/28/00 

DAY FAX: (616) 699-7182 



IMMUNOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met one time during the reporting period in Rockville, Maryland. 

The date of the meeting was November 9, 1998. 

The meeting on November 9, 1998, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending or future submissions. 

ACCOMPLISHMENTS 

On November 9, 1998, a PMA for the PathVysion TM Her-2 DNA Probe Kit was recommended 
for approval subject to the following conditions: 
l involve a pathologist in both the selection of the area of the slide to be read and the assay’s 
interpretation; 

l modify package insert to include reproducibility study and list of specimens that should be 
disqualified from testing; and 

l include tissue samples as well as cell lines in user training and recommend periodic 
proficiency testing with tissue samples provided by the manufacturer. 
The PathVysion TM Her-Z DNA Probe Kit (PathVysion Kit) is designed to detect amplification of 
the Her-Z gene via fluorescence in situ hybridization (FISH) in paraffin-embedded specimens 
from subjects with stage II, node positive breast cancer. Results from the PathVysion HER-2 Kit 
are intended for use as a rapid assessment of the potential response to Adriamycin (doxorubicin) 
containing therapy. The testing will be performed in CLIA high certified complexity 
laboratories. 

November 22. 1999 
Date 

I 
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IMMUNOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 
. 

EXECUTIVE SECRETARY 

Louise Magruder 
Exec. Sec., Immunology Devices Panel 
ODE/DCLD 
Center for Devices and Radiological Health 
2098 Gaither Road HFZ-440 
Rockville, MD 20850 
DAY PHONE: - -{301)594-1293 - 
INTERNET: 

DAY FAX: (301) 594-5940 

CHAIRF’ERSON _ 

Charles T. Ladoulis. M.D. 
5 Grand Tour 
Locust, NJ 07760 
DAY PHONE: (732) 291-9446 DAY FAX: 
INTERNET: CTLADOULIS@AOL.COM 

02/28/00 

(732) 872-2797 

VOTING MEMBERS 

A. Berts Carpenter, M.D., PH.D 
Pathologist 
Depanment of Pathology 
The King’s Daughters’ Medical Center 
2201 Lexington Avenue 
Ashland, KY 46202 
DAY PHONE: (606) 3274603 
INTERNET: 

02/28/02 

DAY FAX: (606) 327-7052 

Henry A. Homburger, M.D. 
Consultant in Laboratory Medicine 
Section of Clin Chem & Medical Labs 
Mayo Clinic 
Room 920 Hilton Building 
Rochester. MN 55905 
DAY PHONE: (507) 284-4580 
INTERNET: 

02/28/01 

DAY FAX: (507) 266-4088 

Glen L. Hot-tin, M.D., PH.D 
Assistant Chief of Clinical Chemistry 
Clinical Pathology Department 
National Institutes of Health 
Building 10, Room 2C 407 
Bethesda, MD 20892- 1508 
DAY PHONE: (301) 496-3386 
INTERNET: 

02/28/01 

DAY FAX: (301) 402-1885 
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IMMUNOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMhfI?TEE, FDA 

VOTING MEMBERS 

Mary M. Kemeny. M.D. 
Chief 
Division of Surgical Oncology 
SUNY Stony Brook 
HSC T-18 
Stoiiy Brook. NY 11794-8191 
DAY PHONE: (516)444-1793 
INTERNET: PEGSURGQaoLCOM 

Daniel P. Petrylak, M.D. 
Assistant Professor of Medicine 
Department of Medical Oncology 
Columbia Presbyterian Medical Center 
161 Fort Washington Avenue 
New York, NY 10032 
DAY PHONE: (212) 305-1731 
INTERNET: 

Sheila E. Taube, PH.D. 
Acting Assoc Dir.. Cancer Diag. Program 
Div of Cancer Trtmt, Diag, & Cntrs. 
National Institutes of Health EPN 700 
6130 Executive Blvd. Room 513 
Rockville, MD 20892- 
DAY PHONE: (301) 496-8639 
INTERNET: 

. NONVOTING ILEMBERS 

CONSUMER REP 

Bamarese P. Wheatley, M.P.H. 
Director 
Breast Cancer Early Detection Ctr 
Alameda County Medical Center, Dept. of Surgery 
1411 E 31st Street 
Oakland, CA 94601 
DAY PHONE: 
INTERNET: 

(5 10) 437-8447 

INDUSTRY REP 

Erika B. Ammirati, R.A.C. 
Ammirati Regulatory Consulting 
575 Shirlynn Court 
Los Altos, CA 94022- 
DAY PHONE: (650) 949-2768 
INTERNET: 

02/28/00 

DAY FAX: .’ (5 16) 444-6348 

02128103 

DAY FAX: (2 12) 305-6762 

02/28/00 

DAY FAX: (301) 402-7819 

02/28/03 

I 

DAY FAX: (5 10) 652-3256 

02/?8/0 1 

D<iY F&X: (4 IS) 949-5347 



MICROBIOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The date of the meeting was May 20-2 1, 1999. 

The meeting on May 21, 1999, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending or future submissions. 

ACCOMPLISHMENT 

On May 20-2 1, 1999, the panel discussed a 5 10(k) submission for the Hybrid Capture CMB 
Nucleic Acid Hybridization Assay for the Chemiluminescent Detection of Cytomegalovirus 
(CMV) DNA in white blood cells. The focus of the discussion was on the use of signal 
amplification terminology. The panel recommended two choices: (1) signal amplified nucleic 
acid hybridization assay and (2) nucleic acid hybridization assay with signal amplification. On 
the same day, the panel discussed a PMA Supplement for the Amplified Mycobacterium 
Tuberculosis Direct (Mtd) Test sponsored by Gen Probe. This is a target-amplified nucleic acid 
probe test with a new indication for the detection of Mycobacterium tuberculosis complex in 
sediments prepared from sputum (induced or expectorated), bronchial specimens, or tracheal 
aspirates from patients with smear negative respiratory sediments. The panel recommended that 
the PMA supplement be approved with conditions. The conditions were: (1) a graph showing 
prevalence effects on positive predictive values and guidance for interpreting be included in the 
package insert; (2) a warning statement to indicate that study data were based on a population 
with a prevalence of 11%; (3) positive MTD results for smear negative patients must be 
confirmed by culture; (4) separate performance representations for smear negative and smear 
positive patients; (5) ninety-five percent confidence bands be included in the analysis of 
predictive value; (6) post-approval studies should be conducted to assess the prevalence effects 
on test performance; and (7) interpretation of MTD results for smear negative patients should 
consider pretest probabilities. 

On the second day, the panel discussed two PMAs. The first PMA is for the Biotrin Parvovirus 
B 19 IgG enzyme immunoassay (EIA), a qualitative device to detect IgG antibodies to Parvovirus 
B 19 in human serum and plasma. The IgG test is indicated for use in all women where there is a 
suspicion of exposure to Parvovirus B 19 as a marker of previous infection. The second PMA is 
for the Biotrin Parvovirus B 19 IgM EIA, a qualitative device to detect IgM antibodies to 
Parvovirus B 19 in serum and plasma. The IgM test is indicated for use in conjunction with the 
Parvovirus B19 IgG EIA for the testing of pregnant women who have sonographic evidence of 
abnormal fetal development and to determine immunological status during the first trimester of 



Page 2 - Microbiology Devices Panel (continued) 

pregnancy. The panel recommended that both PMAs be approved with conditions. These 
conditions were: (1) that the intended use statement be expanded to include for use with fifth 
disease (erythema infectiosum) and CDC data be included; (2) that the interpretation of results 
be modified to include a warning of interpretation with clinical symptoms; (3) that confidence 
intervals be reported with sensitivity data; and (4) that appropriate limitation statements be 
included. 

November 22, 1999 
Date 

Freddie M. Poole, M.T. 
/ 

Executive Secretary 
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MICROBIOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Freddie Poole 
Exec. Sec., Microbiology Devices Panel 
ODE/DCLD HFZ440 
Center for Devices and Radiological Health 
2098 Gaither Road (Oak Grove) 
Rcickville, MD 20850 

- DAYPHONE:-- -- (301) 594-2096 - - - DAY FAX: - (30 1) 594-594 1 
INTERNET: 

CHAIRPERSON 

Patricia Charache, M.D. 
Professor of Pathology & Medicine 

02/28/00 

- -Department of Microbiology 
The Johns Hopkins Univ School of Med 
600 N Wolfe Street Nelson B-l 12 
Baltimore, MD 21287-8012 
DAY PHONE: (4 IO) 955-5775 DAY FAX: 
INTERNET: PCharach@pathlan.path.jhu.edu- 

(410) 614-7475 

VOTING h=h,fBERS 

Margaret R. Hammerschlag, M.D. 
Professor of Pediatrics and Medicine 
Div of Pediatrics Infec Diseases 
State Univ of NY Hlth Science Ctr at Brooklyn 
450 Clarkson Avenue, Box 49 
Brooklyn, NY 11203-2098 
DAY PHOXE: (7 18) 24.54075 
Ih’TERNET: 

Valerie L. Ng, PH.D.. M.D 
Chief. Division of Laboratory Hematology 
Clinical Laboratories, 2M9 
San Francisco General Hospital , 
1001 Potrero Avenue 
San Francisco, CA 94 110 
DAY PHONE: (4 15) 206-8240 
INTERNET: ng@pangloss.ucff.edu 

Natalie L. Sanders, M.D. 
Physician, Urgent Care 
Harbor City Medical Center 
4712 Admiralty Way 
Marina del Rey. CA 90292 
DAY PHONE: (3 10) 337-7438 
INTERNET: natsanders@aol.com 

02/28/O I 

DAY FAX: (718) 245-2118 

02/28/02 

DAY FAX: (4 15) 206-3045 

02/28/03 

DAY FAX: (310) 337-1920 
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MICROBIOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 
. 

VOTING hlEMBERS 

Catmelita U. Tuazon. M.D 
Professor of Medicine 
Infectious Diseases 
George Washington Univ Hospital 
2 150 Pennsylvania Avenue 
Washington, DC 20037- 
DAY- PHONE: (202) 9944 179 
INTERNET: 

Melvin P. Weinstein, M.D. 
Professor of Medicine and Pathology 
Roben Wood Johnson Medical School 
University of Medicine & Dentistry of New Jersey 
One Robert Wood Johnson Place, CN 19 
New Brunswick, NJ 08903-0019 
DAY PHONE: (732) 235-77 13 
INTERNET: 

Michael L. Wilson, M.D. 
Director 
Dept. of Pathology & Lab Services 
Denver Health Medical Center #0224 
777 Bannock Street 

. Denver, CO 802044507 
DAY PHONE: (303) 436-6434 
INTElXNET: 

NONVOTIXG hlEhfBERS 

CONSUMER REP 

Stanley M. Reynolds 
Supervisor, Immunology & Virology Sectio 
Bureau of Laboratories. Dept Health 
Commonwealth of Pennsylvania 
110 Pickering Way & Welsh Pool Road 
Lyonville, PA 19353 
DAY PHONE: (6 10) 363-8500 
INTERNET: 

INDUSTRY REP 

David G. Gates, PH.D. 
Director of Quality Management & Regulst 
Becton Dickinson 
7 Loveton Circle 
Sparks, MD 21152 
DAY I’liOiX: (4 10) 3164367 
I NTERh’ET: 

02/28/O] 

DAY FAX: (202) 994-72 17 

02/28/02 

DAY FAX: (732) 235-795 1 

02/28/03 

DAY FAX: (303) 436-6420 

02/28/03 

DAY F&X: (610) 436-3346 

02/28/00 

DAY F/L.: (410) 316-4258 



NEUROLOGICAL DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The date of the meeting was September 16- 17, 1999. 

The meeting on September 17, 1999, included a closed session to permit discussion of trade 
secret and/or confidential commercial information re’garding present and future FDA issues. 

ACCOMPLISHMENTS 

On September 16-17, 1999, the panel met to discuss the draft guidance document for Dura 
Substitute Devices and made suggestions to FDA on some aspects of the clinical study 
requirements for new dura substitute devices, including appropriate imaging techniques, control 
groups, and the sources of animal derived tissue (from U.S. versus non-U.S. sources). The 
panelists recommended that human dura mater intended to replace or repair dura mater be 
classified into class II. They identified the following as potential special controls to reasonably 
assure the safety and effectiveness of the device: (1) FDA guidances, (2) postmarket 
surveillance, (3) patient registries, (4) device tracking; and (5) restrictions on donor screening. 
On the second day, of the same meeting, the panel met to discuss the draft guidance document 
for Neurological Embolization Devices and made suggestions to the agency on some aspects of 
the clinical study requirements for new neurological embolization devices, including appropriate 
study end points, follow-up times, and imaging methods. In addition, the panel recommended 
that the postamendment class III totally implanted spinal cord stimulator for pain relief be 
reclassified into class II. The panel identified the following as potential special controls to 
reasonably assure the safety and effectiveness of the device: FDA guidances, voluntary 
consensus standards, postmarket surveillance, patient registries, device tracking, biennial 
manufacturing site inspections, and submission of annual reports on device failures. 

November 22, 1999 
Date 
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NEUROLOGICAL DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITI-EE, FDA 

EXECUTIVE SECRETARY 

Janet Scudiero 
_ _ _ . ExecSec.,NeuroJogical Devices Panel 

ODE/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd, HFZ4 10 
R&kville, MD 20850 
DAY PHONE: (301) 5941287 
INTERNET: 

DAY FAX: 0 - 

CHAIRPERSON 

Alexa I. Canady, M.D. 
Vice Chairman 
Department of Neurosurgery . 
Children’s Hospital (Michigan) 
390 1 Beaubien 
Detroit, MI 4820 l- 
DAY PHONE: (313) 745-9515 
INTERNET: 

VOTING hIEMBERS 

Everton A. Edmondson. h1.D. 
Private Practice 
560 Fannin, Suite 1260 
Houston. TX 77030 
DAY PHONE: (713) 797-l 180 
INTERNET: 

Richard G. Fessler, M.D., PH.D 

11/30/00 

PAY FAX: -43 13) 993-8743 

11/30/00 

DAY FAX: (7 13) 797-064 1 

11/30/o 1 
Professor 
Neurosurgery 
University of Florida 
1600 SW Archer Road, PO Box 100265 
Gainesville, FL 32610 
DAY PHONE: (352) 392-433 1 DAY FAX: (352) 392-84 13 
INTERNET: fessler@NEOCORTEX.HELTH.UFL.EDU 

Gilbert R. Gonzales, M.D. 
Associate Attending Neurologisr 
Department of Neurology 
Memorial Sloan-Kettering Cancer Center 
1275 New York Avenue 
New York, NY 10021 
DAY PIlONE: (212) 639-8133 
INTERNET: gonzale6@mskcc.org 

11 I30199 

DAY FAX: (212) 717-3081 

, J 
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NEUROLOGICAL DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING hlEhfBERS 

, Andrew Ku, M.D. 
Staff Radiologist 
Department of Neuroradiology 
Allegheny General Hospital 
320 East North Avenue 
Pit&urgh, PA 15212- 

-DAY PHONE: - .- (4 12).359-3946 
INTERNET: 

Gail L. Rosseau, M.D. 
Director of Cranial Base Surgery 
Chicago Institute of Neurosurgery & Neuroresearch 
2515 N. Clark Street, Suite 800 
Chicago, IL 60614- 
DAY PHONE: (773) 883-8585 
INTERNET: grosseau@cinn.org 

Cedric F. Walker, PH.D., P.E 
Professor, Biomedical Engineering 
Chair, Engineering Science 
Tulane University 
Boggs Center, Suite 500 
New Orleans. LA 70 118-5674 
DAY PHONE: (504) 865-5866 
INTERNET: Cedric.Walker@Tulane.edu 

. 

NONVOTING MEMBERS 

CONSUMER REP 

Anne W. Wojner, MSN 
Clinical Nurse Specialist 
2912 Summersweet Place Suite 100 
The Woodlands, TX 77380 
DAY PHONE: (28 1) 364-0688 
INTERNET: awojnerhoi@aoI.com 

INDUSTRY REP 

Sally L. Maher, ESQ. 
Director, Regulatory and Quality Affairs 
Westaim Biomedical Inc. 
One Hampton Road Suite 302 
Exerer, NH 03833 
DAY PHONE: (603) 775-7300 
INTERNET: smaher@westaimbiomed.com 

DAY FAX: 

DAY FAX: (773) 935-2132 

DAY FAX: 

I l/30/99 

(4 12) 359-8445 

11/30/o I 

1 l/30/01 - 

(504) 862-8779 

11/30/00 

DAY FAX: (78 1) 362-0029 

1 l/30/00 

DAY FAX: (603) 7757302 



OBSTETRICS and GYNECOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The dates of the meeting were October 19-20, 1998. 

The meeting on October 19, 1998, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending issues. 

ACCOMPLISHMENTS 

On October 19, 1998, the panel discussed a PMA for the VestablateTM Thermal Endometrial 
Ablation System. The device is intended to treat premenopausal women with abnormal uterine 
bleeding. After deliberations, the panel recommended approval of the PMA subject to 
conditions. On October 20, in the context of the current guidance document on thermal 
endometrial ablation devices, the panel discussed initial safety studies as well as the pivotal 
safety and effectiveness study for postmenopausal patients on hormone replacement therapy, 
which will include inclusion/exclusion criteria, types of control and length of follow-up, both 
premarket and postmarket. The panel also addressed proposed labeling for vacuum-assisted 

.delivery devices. 
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IBSTETRICS AND GYNECOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COhmfI-ITEE, FDA 

EXECUTIVE SECRETARY 

Elisa Harvey, DVM, PH.D. 
Exec. Sec., Obstetrics and Gynecology 
ODE/DRAERD 

.- - 

Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ470 
R&kvilIe, MD 20850 

-DAY PHONE: (301).594-1180 
INTERNET: 

VOTING htEMBERS 

Donald L. Chatman, M.D. 
Clinical Associate Professor 

. 
Dept. Obstetrics and Gynecology 
Northwestern Memorial Hospital 
111 North Wabash Suite 1017 
Chicago, IL 60602 
DAY PHONE: (3 12) X0-92 
INTERNET: 

55 

Grace M. Janik, M.D. 
Associate Clinical Professor 
Dept. of Obstetrics & Gynecology 
Medical College of Wisconsin 
2315 North Lake Drive Suite 501 
Milwaukee, WI 53211 
DAY PHONE: (4 14) 289-9668 
INTERNET: RSC@EXECPC.COM 

David F. Katz, PH.D. 
Professor 
Dept of Biomed. Engineering/Oh-Gyn 
Duke University 
Box 90281 
Durham. NC 27708428 1 
DAY PHONE: (9 19) 660-5452 
INTERNET: dKatz@acpub.duke.edu 

. 
Johanna F. Perlmutter, M.D. 
Head 
Division of Human Sexuality 
Beth Israel Hospital 
330 Brookline Avenue 
Boston, MA 02215- 
DAY PHONE: (617) 667-2169 
INTERNET: 

DAY FL\;: (301) 594-2339 

01/31/01 

DAY FAX: (3 12) 220-9245 
.- 

01/31/01 

DAY FA,,: (4 14) 289-0974 

01/31/02 

DAY FAX: (919) 6844388 

01/31/00 

DAY FL\;: (617) 667-5011 
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,BSTETRICS AND GYNECOLOGY DEVICES PANEL OF TIDE MEDICAL DEVICES ADVISORY COhlMI-l-TEE, FDA 

VOTING MEhlBERS 

OI/31/02 Subir Roy, M.D. 
Private Practice 

- 

Depi of Obstetrics and Gynecology 
USC School of Medicine Womens & Children’s Hosp. 
1240 North Mission Road Rm L- 1022 
L&Angeles, CA 90033 
DAY PHONE: -- (2 13) 226-2502 
INTERNET: 

DAY FAX: (2 13) 226-5780 

NONVOTiNG MEMBERS 

CONSUMER REP 

Diony S. Young 
Editor 
Birth: Issues in Perinatal Care 
43 Oak Street 
Geneseo, NY 14454 
DAY PHONE: (7 16) 243-0057 
INTERNET: 

OAY FM: (716) 243-0087 

01/31/01 

INDUSTRY REP 

Cindy Domecus. R.A.C. 
VP, Clinical Res. Regulatory Affairs 

. and Quality Assurance 
Conceptus, Inc. 
1021 Howard Avenue 
San Carlos, CA 94070- 
DAY PIIONE: (650) 802-7263 
INTERNET: 

DAY FAX: 

01/71/01 

(650) 508-7664 



OPHTHALMIC DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met four times during the reporting period in Gaithersburg, Maryland; Rockville, 
Maryland and Silver Spring, Maryland. 

The dates of the meetings were October 22-23, 1998; January 12, 1999; July 22-23, 1999 and 
September 23, 1999. 

The meeting on October 22, 1998, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending issues and applications. 

ACCOMPLISHMENTS 

On October 22-23, 1998, the panel discussed issues related to the development of extensions to 
the guidance document for refractive surgical lasers to include the clinical criteria for the 
determination of safety and effectiveness for photorefractive keratectomy (PRK) and laser in-situ 
keratomileusis (LASIK) for myopia and hyperopia with and without astigmatism, presbyopia, 
and other refractive indications. On the second day the panel discussed issues related to the 
preliminary development of guidance for refractive implants (phakic intraocular lenses and 
cornea1 implants) to include clinical design and development. 

On January 12, 1999, a PMA for the Intrastromal Cornea1 Ring was recommended for approval 
with conditions related to labeling and continued follow-up (to 2 years needed on a specific 
population). The ring is designed for the correction of myopia from -1.00 to -3.50 diopters in 
patients having 1.0 diopter or less astigmatism. 

On July 22-23, 1999, a PMA Supplement and three PMAs were discussed: a PMA Supplement 
for the SVS Apex Plus Excimer Laser Workstation was recommended for approval with 
conditions. The first PMA for the Visx Excime,r Laser System Model C “Star” was 
recommended for approval with conditions relating to limit on indications and labeling issues. 
These devices are indicated for the correction of moderate to high myopia with or without 
astigmatism using LASIK. The second PMA for the Hyperion LTK System was recommended 
for non-approval. This device is indicated for the correction of hyperopia using laser thermal 
keratomileusis (LTK). The third PMA for the Hydroview Composite Hydrogel Foldable UV 
Absorbing Posterior Chamber Intraocular Lens (IOL) was recommended for approval with 
conditions. Those conditions include labeling changes- The device is indicated for primary 
implantation for the visual correction of aphakia after cataract extraction. 



Page 2 - Ophthalmic Devices Panel (continued) 

On September 23, 1999, the panel had a group discussion with public participation in an attempt 
to develop a comprehensive list of problems associated with keratomes, related causes, and the 
steps that can be taken to mitigate the problems- The panel aIso deliberated on issues related to 
defining the scope and purpose of a proposed keratome guidance to be developed from an outline 
of contents currently recommended for keratome premarket notification submissions. 

November 22, 1999 
Date Executive Secretary 
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DAY FAX: (301) 4804201 

10/31/00 

DAY FAX: (2 14) 648-2382 .- 

OPHTHALMIC DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMM’WI-EE 

EXECUTIVE SECRETARY 

Sara Thornton 
Exec. Sec.. Ophthalmic Devices Panel 
ODE/DOD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-460 
Rockville, MD 20850 
DAY PHONE: (301) 594-2053 
INTERNET: 

CHAIRPERSON 

James P. McCulley, M.D. 
Professor and Chairman 
Department of Ophthalmology 
Univ of Texas/Southwestern Medical School 
5323 Harry Hines Boulevard 
Dallas, TX 75235 
DAY PHONE: (214) 648-3407 
INTERNET: (972)291-8683 

. 

VOTING hIEMBERS 

Mark A. Bullimore, PH.D. 
Assistant Professor 
College of Optometry 
Ohio State University 
338 West 10th Avenue 
Columbus, OH 43210 
DAY PHONE: (614) 292-4724 
Ih’TERNET: bullimore. l@osu.edu 

10/31/O-O 

DAY FAX: (6 14) 292-4939 

Eve J. Higginbotham. M.D. 
Chairman 

10/31/00 

Depanment of Ophthalmology 
University of Maryland at Baltimore 
22 South Green Street, Univ Ctr 
Baltimore, MD 21201-1595 
DAY PHONE: (4 10) 328-5929 
INTERNET: 

DAY FAX: (4 16) 328-6346 

Janice M. Jurkus, O.D., MBA 
Professor of Optometry 
Department of Optometry 
Illinois College of Optometry 
324 1 South Michigan Avenue 
Chicago, IL 60616 
DAY PIiONE: (3 12) 939-7248 
INTERhTT: 

10131/01 

DAY FAX: (3 12) 949-7368 



. 

CDRII 
WORK ADDRESS ROSTER 

SORTED BY PANEL/COMMITT-EE, FUNGI-ION, NAME 

07/30/99 
Page - 2 

DAY F/i\;: (3 12) 996-7770 

OPIITHALMIC DEVICES PANEL OF THE hIEDICAL DEVICES ADVISORY COMhfI-I-I-EE 

VOTING MEhlBERS 

Marian S. Macsai, M.D. 
Assoc Prof, Dir of Cornea & Ext Disease 
Department of Ophthalmology 
West Virginia University 
P-0. Box 9193 R C Byrd Hlth Sci Ctr 

. M$rgantown, WV 26506-9193 
- DAY PHONE: (304) 293-3757 DAY FAX: 

INTERNET: 

Jose S. Pulido, M.D. 
Professor and Head 
Department of Ophthalmology 
University of Illinois Eye and Ear Infirmary 
1855.W. Taylor Street 
Chicago, IL 606 12 
DAY PHONE: 
LNTERNET: 

(3 12) 996-6590 
jpulido@mcw.edu 

Joel Sugar, M.D. 
Professor of Ophthalmology 
Depanment of Ophthalmology 
University of Illinois Eye & Ear Infirmary 
1855 West Taylor Street 
Chicago, IL 60612 
DAY PHONE: (3 12) 996-8937 
INTERNET: joelsugar@uic.edu 

DAY FAX: 

NOh?‘OTING hIEhlBERS 

CONSUMER REP 

Lynn Morris 
Interim Assistant Deputy Director 
CA Dept of Consumer Affairs 
Legislative & Regulatory Review Unit 
400 R Street, Suite 3 120 
Sacramento, CA 958 14 
DAY PHONE: (916) 327-3167 
INTERNET: lynnmorris@dca.ca.gov 

DAY F/%X: 

INDUSTRY REP 

Marcia S. Yaross, PH.D. 
Director, Worldwide Regulatory Affairs 
and Medical Compliance 
Allergan. Inc. 
2525 DuPont Drive - VK 2A 
Irvine, CA 92612 
DAY I’1 IOhE: (7 14) 246-2362 
INTERNET: 

DAY FAX: 

lOf3 II99 

(304) 293-7139 

10/31/01 

10/31/01 - 

(3 12) 996-7770 

10/31/OI 

(9 16) 445-8832 

10/31/01 

(? 14) 246-2205 



ORTHOPAEDIC and REHABILITATION DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met twice during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were October 8-9, 1998 and July 26, 1999. 

The meeting on October 8, 1998, included a closed presentation of data session to allow the 
committee to hear and review trade secret and/or confidential commercial information on 
investigational device exemptions. A closed session was held to permit discussion of trade secret 
information and/or confidential commercial information regarding present and future FDA 
issues. 

On July 26, 1999, closed committee deliberations were held during which the panel discussed 
and made recommendations on a product development protocol (PDP). The session was closed 
because the panel heard and reviewed trade secret and/or confidential commercial information as 
part of the PDP. 

ACCOMPLISHMENTS 

On October 8, 1998, in the morning during the closed presentation of data session, the panel 
heard and reviewed trade secret and/or confidential commercial information on investigational 
device exemptions (IDES). In the open session, the panel discussed a preliminary background 
document pertaining to the development of IDE for spinal device assemblies. The following 
were issues of concern: (1) outcome measures; (2) radiographic end points for fusion using’x- 
ray, CT scans, and MRI; (3) study designs and statistical model used in spinal clinical studies; 
(4) end points for the study intended to assess the efficacy and safety of the device including 
spinal fusion, function, pain, and overall quality of life. On October 9, the panel discussed a 
PMA for the Norian SRS Cancellous Bone Cement. This device is indicated for fracture 
stabilization and for cancellous bone replacement in the treatment of fracture defects of the distal 
radius. After deliberations they identified necessary measures to place the application in an 
approvable form subject to the following conditions: 

l A more limited indication statement for the device was identified to be incorporated into 
the device labeling. 

l Among the safety issues discussed were the reports of intra-articular bone cement, the 
unknown long term effects of the material, and the reported loss of radial length. It was 
noted that the labeling should address each of these concerns. 



Page 2 - Orthopaedic and Rehabilitation Devices Panel (continued) 

l Post-approval study requirements were discussed. These included specified continued 
follow-up on all patients and specified longer follow-up on those patients with intra- 
articular bone cement. 

l A provision for a training program for physicians was discussed. 

On July 26, 1999, after an open public session, the panel met in a closed session to discuss and 
make recommendations on two PDPs for mobile bearing knees. 

November 22, 1999 
Date 

I * 

Executive Secretary 
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IRTHOPAEDIC AND REHABILITATION DEVICES PANEL OF THE MEDICAL 
DEVICES ADVISORY COMMI-l-I-EE, FDA 

EXECUTIVE SECRETARY 

Hany Demian. MS. 
Exec. Sec., Orthopaedic and Rehab. Panel 
ODE/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-410 
Ro&ille. MD 20850 
DAY PHONE: (30 1) 594-2036 
INTERNET: 

CHAIRPERSON 

Barbara D. Boyan, PH.D. 
Professor and Director 
Orthopedic Research 
Univ of Texas Health Science Center 
7703 Floyd Curl Drive 

- - -- -SanAntonio;TX 78284-7823 
DAY PHONE: (2 IO) 567-2023 
INTERNET: 

VOTING MEhfBERS 

Albert J. Aboulafia, M.D. 
Assistant Professor 
Dept. of Orthopedic Surgery 
Emory University School of Medicine 
20 Linden Avenue, N.E., Suite 3703 
Atlanta, GA 30308 
DAY PHONE: (404) 6867946 
INTERET: 

Edward Y. Cheng, M.D. 
Medical Director, Orthopaedic Surgery 
University of Minnesota 
Mayo Memorial Bldg. Box 492 
420 Delaware Street, S.E. 
Minneapolis, MN 55455 
DAY PHONE: (612j 6254653 
INTERNET: 

Cato T. Laurcncin, M.D.. PH.D 
Professor of Chemical Engineering 
Dept. of Chemical Engineering 
Drexel University 
3141 Chestnut St.- CAT Bldg. Rm.383 
Philadelphia, PA 19104 
DAY PIlONE: (2 15) 895-62 IO 
INTERNET: !nurcncin@drexcl edu 

DAY FAX: (301) 594-2358 

08/31/00 

DAY FAX: (2 10) 567-2052 

08/31/01 

DA\’ FAX: (404) 686-4926 

08/31/01 * 

DAY FAX: (612) 626-6032 . 

08/31/01 

DAY FAS: (2 15) 895-62 I9 
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)RTHOI’AEDIC AND REHABILITATION DEVICES PANEL OF THE MEDICAL 
DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Harry B. Skinner, M.D . PH.D 
Professor and Chair 
Department of Orthopaedic Surgery 
University of California, Irvine 
101 City Drive South 
Orhge, CA 92868 . 
DAY PHONE: -- (714)456-7801 DAY FAX: 
INTERNET: hskinner@uci edu 

08/31/01 

(714)456-7547 

Michael J. Yaszemski, M.D., PH.D 
Associate Professor Orthopaedic Surgery 
Department of Orthopedic Surgery 
Mayo Clinic and Medical School 
200 1st Street S.W. 
Rochester, MN 55905 
DAY PHONE: (507)266-5262 DAY FAX: 

. _ ImE-R--. - ._ _ _ yaszemski.michaei@mayo.edu 

-- 

08/31/01 

(507)266-4234 

NONVOTING hIEMBERS 

CONSU&IER REP 

Doris M. Holeman, PH.D. 
Coordinator, Graduare Nursing Program 
Albany State College 
SO4 College Drive 
Albany, GA 3 1705- 
DAY PIIONE: (912) 4304724 
INTERNET: 

0813 II99 

DAY FAX: (912)430-3937 

INDus-rRY REP 

Raymond P. Silkaitis, PH.D. 
Vice President 
Medical and Regulatory Affairs 
Gliatech, Inc. 
23420 Commerce Park Road 
Beachwood, OH 44122. 
DAY PHONE: (2 16) 83 I-3200 
INTERNET: silkaitis@ibm net 

08/31/00 

DAY FAX: (216) 831-4220 



RADIOLOGICAL DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The date of the meeting was May 17, 1999. 

The meeting on May 17, 1999, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding present and future FDA issues. 

ACCOMPLISHMENTS 

On May 17, 1999, the panel met to discuss and make recommendations on bone strength 
assessment, with a focus on the use of gender and race specific databases in assessing fracture 
risk, and their applicability to bone densitometry and sonometry device labeling and output. 
Seven speakers from the medical and academic communities made presentations including the 
basis for the currently used bone assessment paradigms and the strengths and weaknesses of the 
various measurement parameters. Four speakers from industry described various methods for 
reporting the results of bone strength assessments. The presentations were followed by a 
discussion period after which the members of the panel made eight recommendations that will be 
considered when reviewing future bone densitometry device submissions. 

November 22, 1999 
Date 

i 
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RADIOLOGICAL DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY C0MMI’I-TEE, FDA 

EXECUTIVE SECRETARY 

. Robert Doyle 
Executive Secretary 
ODE/DRAERD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-470 
R&kville, MD 20850 
DAY PHONE: ...- (301)594-1212 2 - 
INTERMET: 

CHAIRPERSON 

Brian S. Garra, M.D. 
Vice Chairman of Radiology 
Department of Radiology 
Fletcher Allen Health Care; Med Ctr Hospital of VT 
111 Colechester Ave. 
Burlington, VT OS401 

. .- - - DAY PHONE: -I- -- (802)656-5641 .- . 
INTERNET: bgarra@zoo.uvm.edu 

VOTING MERmERS 

Judy M. Destouet, M.D. 
Advanced Radiology 
Pomona Square 
1700 Reisterstown Road 

. Baltimore, MD 21208- 
DAY PHONE: (4 10) 486-8000 
INTERNET: 

Steven E. Harms, M.D. 
Prof. and Dir. of Imaging Research 
Department of Radiology 
University of Arkansas Medical School 
4301 West Markham, Slot 556 
Little Rock, AR 72205- 
DAY PHONE: (501) 257-6622 
INTERNET: 

Arnold W. Malcolm, M.D. 
Medical Director 
Dept. of Radiation Oncology 
Providence, St. Joseph Medical Center 
SO1 S. Buena Vista 
Burbank, CA 91505 
DAY PI IONE: (8 18) 840-7925 
INTERNET: 

DAY-FAX: -- - (301) 480-4224 

01/31/02 

DAY FAX: (802) 6564822 

01/31/00 

DAY FAX: (4 10) 6538026 

01/31/03 

DAY FAX: (501) 257-6623 

01/31102 

DAY FAX: (8 18) 567-2530 
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RADIOLOGICAL DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Ada P. Romilly-Harper, M.D. 
Medical Director 
Indianapolis Breast Center 
1950 W. 86th Street 
Indianapolis, IN 46260 
DAY PHONE: (7 17) 872-3583 

-INTERNET: . _ : -, . - _ . . -. . _ . . . . 

James B. Smathers, PH.D. 
Professor of Radiation Oncology 
UCLA School of Medicine 
200 UCL Medical Plaza, Suite B265 
Los Angeles, CA 900956951 
DAY PHONE: (310) 825-5338 
INTERNET: 

. 

Alicia Y. Toledano. SC-D. 
Assr Professor of Biostatistics 
Dept. of Anes and Critical Care 
University of Chicago 
5841 South Maryland Ave. Box 4028 
Chicago. IL 60637 
DAY PHONE: (773) 702-595 1 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Marilyn R. Peters, MS 
Patient Health Education Coordinator 
Dept. of Veteran Affairs 
West Los Angeles VAMC 
11301 Wilshire Boulevard 
LAX Angeles, CA 90073 
DAY PHONE: (310) 478-37 1 I 
INTERNET: 

DAY FAX: (3 17) 872-9856 

DAY FAX: 

DAY FAX: 

DAY FAX: 

01/31/01 

01/31/00 

(3 10) 794-979s 

01/31/03 

(773) 702- 1979 

01/31/03 

(3 10) 268463 1 



DEPARTME%T OF HEALTH & HUMAN SERVICES 

Annual KepOft 
Of the Food and Drug Administration 

Science Advisory Board to the National Center for Toxicolo&&i”~e?%&!%7 
Fob the period 

October 1, 1998 through September 30, 1999 

. FUNCTION 

The Board advises the Director, NCTR, in establishing, implementing and evaluating 
the research programs that assist the Commissioner of Food and Drugs in fulfilling 
his/her regulatory responsibilities. The Board provides an extra-agency review in 
ensuring that the research programs at NCTR are scientifically sound and pertinent. 

MEMBERSHIP . . 

A roster of members is attached. 

MEETINGS 

The committee met one time during the reporting period in Jefferson, AR. 

The dates of the meeting were April 26-27, 1999. 

The meeting on April 27 included a closed session to permit discussion where 
disclosure would constitute a clearly unwarranted invasion of personal privacy. (5 
U.S.C. 552b (c) (6)). The Board discussed qualifications and performance of 
individuals associated with the research programs at the Center that had undergone 
review. 

ACCOMPLISHMENTS 

At the meeting the Board was presented with, and approved draft reports, from the 
site visit chairs, on three of the Centers research programs, Endocrine Disrupter 
Knowledge Base projects and the Divisions of Genetic Toxicology and Molecular 
Epidemiology, including recommendations. Following the presentation the Center 
Director instructed the Directors of these three programtio prepare a response to the - 
report, including a progress report on the implementation of their recommendations, 
for presentation at the next full Board meeting. The directors of the Biometry and 
Risk Assessment, and the Neurotoxicology Programs provided an update to the 
Board on the actions they’d taken relative the site visit teams recommendations. 

Executive Secretary 
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Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

OF THE 

SCIENCE BOARD TO THE FOOD AND DRUG ADMINISTRATION 

for the period 

October 1, I998 through September 30, 1999 

FUNCTION 

The Board shall provide advice primarily to the Agency’s Senior Science Advisor, the Commissioner, and 
other appropriate officials on specific complex and technical issues as well as emerging issues with the 
scientific community, industry, and academia. Additionally, the Board will provide advice to the Agency 
on keeping pace with technical and scientific evolutions in the fields of regulatory science; on formulating 
an appropriate research agenda; and on upgrading its scientific and research facilities to keep pace with 
these changes. It will also provide the means for critical review of Agency sponsored intramural and 
extramural scientific research programs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met one time during the reporting period at the Washington Plaza Hotel, Washington 
Room, 10 Thomas Circle, N-W., Washington, D.C. 

The date of this meeting was October 2 1, 1998. 

The meeting on October 21, 1998 included a closed session to permit discussion of 1998 FDA Scientific 
Achievement Awards, and science and research programs. 

ACCOMPLISHMENTS 

The Science Board approved the report, “Review of Research Programs of the Center for Biologics 
Evaluation and Research”, and agreed that the report be submitted to the FDA for use by the Center, 
Further, it was recommended that the process used for the CBER review be used as a model for 
programmatic review of research by other components of the Agency. 

Dr. Elkan Blout, Senior Advisor for Science, Dr. David Kipnis, Chair, Search Committee for the Chief 
Scientist and Dr. Michael Friedman, Acting Commissioner of Food and Drugs, provided comments on the 
recruitment and role of the Chief Scientist for the Agency (a recommendation of the Science Board 
Subcommittee on FDA Research . 

Dr. Bernard Schwetz, Interim Chief Scientist, discussed plans within the Office of Science to raise the 
awareness of the culture of science within the Agency, to increase responsiveness to issues of high priority, 
to coordinate and integrate resources to identify and address high priority issues, and to develop further 
support for the Agency’s science programs. 



Dr. Alan Rulis, Acting Deputy Director for Programs from the Center for Food Safety and Applied 
Nutrition, presented an overview of the Center’s research programs. The Science Board recommended the 
development of a subcommittee to conduct the programmatic review and requested a synopsis of the 
findings to be presented at the next meeting of the Science Board. 

Dr. Sam Page, Center for Food Safety and Applied Nutrition presented a brief overview of the programs of 
the Joint Institute for Food Safety and Nutrition, a Center established under the Food Safety Initiative. 

Dr. Gilbert Leveille and Dr. Marion Nestle, members of the Science Board, were requested to participate 
and provide guidance to the review process of research at the Center for Food Safety and Applied 
Nutrition. 

Recommendations 

Report on the review of research programs at the Center for Biologics Evaluation and Research - 
Based upon agreed-upon comments of the members of the Science Board, and the report of the 
Subcommittee for the CBER review will be transmitted to the Agency. 

> Peer Review Process - The Science Board endorsed the formation of a subcommittee to conduct a 
programmatic review of the research programs of the Center for Food Safety and Applied Nutrition 
and prepare a summary report for presentation at the next Science Board meeting. Further, the Science 
Board again endorsed the continued review of the remaining components of the Agency. 

> Statement of Support for FDA Science - It was recommended that the Science Board prepare a 
statement of support for FDA science and research to be considered in discussions regarding additional 
funding for Federal science programs. 

Closed Committee deliberations - On October 2 1, 1998,9:00 - 10:00 a.m., the meeting was closed to 
permit discussion where disclosure would constitute a clearly unwarranted invasion of personal privacy (5 
U.S.C. 552b (c) (6)). The Board discussed nominations for the FDA Awards for Scientific Achievement. 
Such discussion in a public meeting would disclose information of a personal nature and would constitute 
an invasion of personal privacy. 

November 19.1999 
Date 

Susan A. Homire. D.V.M. 
(Typed name) 
Executive Secretary 
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Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

OF THE 

BIOLOGICAL RESPONSE MODIFIERS ADVISORY COMMITTEE 

for the period 

October 1, 1999 though September 30,200O 

FUNCTION 

The Committee reviews and evaluates available data relating to the safety, effectiveness, and 
appropriate use of biological response modifiers which are intended for use in the prevention and 
treatment of a broad spectrum of human diseases. The Committee also considers the quality and 
relevance of FDA’s research program which provides scientific support for the regulation of 
these products, and makes appropriate recommendations to the Commissioner of Food and 
Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met three times during the reporting period including a meeting of the 
Xenotransplantation Subcommittee. Meetings were held in Gaithersburg, Maryland and 
Bethesda, Maryland. 

The dates of those meetings were: January 13,200O; March 20-2 1,200O; and July 13-l 4,200O. 

The meeting on March 20-2 1, 2000 included a closed session to permit discussion of matters of 
a personal nature. 



-2- 

ACCOMPLISHMENTS 

At the January 13,200O meeting: 

In open session, the Xenotransplantation Subcommittee of the Biological Response Modifiers 
Advisory Committee discussed and made recommendations regarding issues related to deferral 
of blood donations from xenotransplant recipients and the risk posed by different models of 
xenotransplantation products. The Committee also recommended that xenotransplant recipients L 
be indefinitely deferred from blood donation and that whole blood, unpooled blood components 
and plasma derivatives from xenotransplant recipients be withdrawn from donation. 

At the March 20-21,200O meeting: 

In onen session, the Committee reviewed, discussed and accepted the recommendations of the 
Xenotransplantation Subcommittee regarding issues related to deferral of blood donations from 
xenotransplant recipients and the risk posed by different models of xenotransplantation products. 
The Committee approved the Xenotransplantation Subcommittee recommendation that 
xenotransplant recipients be indefinitely deferred from blood donation and that whole blood, 
unpooled blood components and plasma derivatives from xenotransplant recipients be withdrawn 
from donation. 

The Committee also discussed the role of animal studies in the development of protein 
therapeutics. The Committee recommended that animal studies, particularly primate studies 
should be indicated by the extent of the immunogenicity concerns related to a particular 
biologic/therapeutic therapy. 

The Committee discussed the appropriate role for antibody assays in product development. The 
Committee recommended that sponsors test all patients in clinical studies with sensitive assays 
for total antibody and, where relevant, neutralizing antibody prior to applying for marketing 
authorization. 

The Committee discussed the use of pancreatic islets for the treatment of diabetes. The 
Committee made recommendations related to the procurement, processing and characterization 
of islets. The Committee made recommendations related to preclinical studies of 
immunosuppressive regimens, donor-recipient matching, route and site of islet product 
administration and clinical trial outcome measures. 

In closed session, the Committee recommended personnel and program actions for the 
Laboratory of Chemistry, Division of Therapeutic Proteins, the Laboratory of Cytokine Research 
and the Laboratory of Cell Biology, Division of Cytokine Biology. Disclosure of the 
information discussed during this session would constitute an unwarranted invasion of personal 
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privacy in accordance with 5 U.S.C. 552b(c)(6). Th e recommendations were utilized by FDA as 
part of its independent intramural program review. 

At the July 13-14,200O meeting: 

In ouen session, the Committee discussed product development issues related to human stem 
cells as cellular replacement therapies for neurological disorders. The Committee made 
recommendations concerning product development issues including human stem cell sources, 
characterization of stem cell preparations and potency assays for stem cell products. The 
Committee made recommendations concerning preclinical pharmacology and toxicology issues 
including selection of the most appropriate animal models, tumorigenicity, cell migration, 
differentiation and survival. 

/id- 3i-0 0 
Date Gil M. Dapolito ’ 

Executive Secretary 
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Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

OF THE 

BLOOD PRODUCTS ADVISORY COMMITTEE 

for the period 

October 1, 1999 through September 30, 2000 

FUNCTION 

The committee reviews and evaluates available data concerning the 
safety, effectiveness, and appropriate use of blood products 
derived from blood and serum or biotechnology which are intended 
for use in the diagnosis, prevention, or treatment of human 
diseases and advises the Commissioner of Food and Drugs of its 
findings regarding the safety, effectiveness, and labeling of the 
products, 
products, 

on clinical and laboratory studies involving such 

licenses, 
on the affirmation or revocation of biological product 
and on the quality and relevance of FDA's research 

program which provides the scientific support for regulating 
these agents- The committee functions at times as a medical 
device panel under the Medical Device Amendments of 1976. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met three times during the reporting period in 
Silver Spring, Maryland and Gaithersburg, Maryland. The dates of 
those meetings were: March 15-17, 2000, June 15-16, 2000, and 
September 14-15, 2000. The-meetings on March 16-17, 2000 and 
September 14-15, 2000 were partially closed to permit discussion 
of trade secret or confidential commercial information relevant 
to pending license applications or personal information relevant 
to the scientific site visit reviews, respectively (5 USC. 
55223(c) (4) and (6)). 

ACCOMPLISHMENTS 

I. The March 16-17, 2000 meeting included: 

A. Summary updates of recent workshops on Bacterial 
Contamination of Platelets, Criteria for Safety and 
Efficacy Evaluation of Oxygen Therapeutics as Red 
Cell Substitutes, Implementation of Universal 



II. 

B. 

C. 

D. 

E. 

F. 

G. 

2 

Leukoreduction and Parvovirus B19; and a summary of 
the PHS Advisory Committee meeting on Blood Safety 
and Availability, CJD Policy, HCV Lookback Guidance, 
Post Donation Information Algorithm, and IGIV 
Clinical Endpoints. 

Discussion and recommendations on indeterminate HIV-l 
Western blots with only non-viral bands. 

Agency action: In process. 

Discussion and recommendations on History of 
Hepatitis. 

Discussion and recommendations on HBV Nucleic Acid 
testing. 

Agency action: In process. 

Donor deferral issues related to xenotransplantation. 

Agency action: Draft guidance to industry in 
preparation- 

The committee reviewed and evaluated the intramural 
research program of the Laboratory of Plasma 
Derivatives, Division of Hematology, Office of Blood 
Research and Review. 

In closed session, the committee recommended 
personnel and program actions for the Laboratory of I 
Plasma Derivatives. Disclosure of the information 
discussed during this session would constitute an 
unwarranted invasion of personal privacy in 
accordance with 5 U.S.C. 552b(c)(6). 

The June 15-16,200O committee meeting included: 

A. 

B. 

C. 

Committees updates on the PHS Advisory Committee on 
Blood Safety and Availability, Summary of Workshop on 
Plasticizers: Scientific Issues in Blood Collection, 
Storage, and Transfusion, Report on Blood Supply 
Monitoring, Summary of Transmissible Spongiform 
Encephalopathies Advisory Committee Meeting, 
Requirement for Syphilis Testing, Regulation of HIV 
Drug Resistance Tests, Risk of HCV to Sexual 
Partners and Relative Sensitivity of HBsAg and HBV 
NAT Tests. 

Discussion and recommendations on Plasma Pool 
Screening by Nucleic Acid Tests for Hepatitis A Virus 

Discussion and recommendations on the Development of 
Rapid HIV Tests. 

Agency action: In process. 
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D. Discussion and recommendations on Proposed FDA 
Guidance on Leukoreduction: Current Thinking. 

Agency action: Draft guidance for industry in 
process. 

III. The September 14-15,200O committee meeting included: 

A. Committee updates on summaries of PHS Advisory 
Committee on Blood Safety and Availability and Joint 
Transmissible Spongiform Encephalopathies and 
Vaccines and Related Biological Products Advisory 
Committees meeting, Factor VIII & vWF Standards, 
Blood Supply, Donor Questionnaire, Rapid HIV Test 
Approval Requirements and Standards, Summaries of 
Workshops on Recruiting Blood Donors, Hemopoietic 
Cells From Cord Blood, and Public Meeting on 
Regulation of Bone Products. 

B 

C. 

D. 

E. 

F. 

Discussion and recommendations on HIV p24 Antigen 
Testing of Plasma for Fractionation - Potential 
Criteria for Discontinuation- 

Agency action: In process. 

Discussion and recommendations on Deferral, as Blood 
or Plasma Donors, of Males Who Have Had Sex with 
Males. 

Agency action: Draft guidance preparation in process. 

Discussion and recommendations on Current Utility of 
Screening Blood Donors for Antibodies to Syphilis. 

Agency action: Preparation for publishing of final 
rule for testing for infectious disease of blood and 
plasma donors. 

Discussion and recommendations on Classification of 
HLA Devices. 

Agency action: In process. 

The committee reviewed and evaluated the intramural 
research program of the Laboratory of Molecular 
Virology, Division of Emerging and Transfusion 
Transmitted Diseases, Office of Blood Research and 
Review. 
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G. In closed session, the committee recommended 
personnel and program actions for the Laboratory of 
Molecular Virology. Disclosure of the information 

' discussed during this session would constitute an 
unwarranted invasion of personal privacy in 
accordance with 5 USC. 55213(c)(6). 

Date Linda A. Smallwood, Ph.D. 
Executive Secretary 
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TRANSMISSIBLE SPONGIFORM ENCEPHALOPATHIES ADVISORY 
COMMITTEE 

for the period 

October 1, 1999 through September 30,200O 

FUNCTION 

The Committee reviews and evaluates available scientific data concerning the safety of 
products which may be at risk for transmission of spongiform encephalopathies having an 
impact on the public health as determined by the Commissioner of Food and Drugs. The 
Committee will make recommendations to the Commissioner regarding the regulation of 
such products. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The Committee met twice during the reporting period in Gaithersburg, Maryland and 
Bethesda, Maryland. The dates of those meetings were June 1 & 2,200O and JuIy 27, 
2000. 

The July 27,200O meeting included a closed session to permit discussion of trade secret 
and confidential commercial information. 



ACCOMPLISHMENTS 

June 1 & 2,200O Meeting 

1. In open session the Committee reviewed and discussed new information 
concerning transmissible spongiform encephalopathies (TSE) in other 
countries and then made recommendations regarding the current FDA policy 
on deferral of blood and plasma donors based on the donor’s history of travel 
or residence in the UK and other countries. 

2. The Committee discussed leukoreduction of blood and the possible 
implications this process could have with regards to the theoretical risk of 
transmission of Creutzfeldt-Jakob Disease (CJD). 

July 27,200O Meeting 

1. In open session the Committee discussed and made recommendations on 
appropriate precautions to be taken with regard to the use of bovine-derived 
materials in the manufacture of vaccines when those materials were obtained 
from countries in which bovine spongiform encephalopathy (BSE) is known 
to exist. The agency used the Committee recommendations for direction and 
guidance. 

2. In closed session the Committee discussed trade secret and confidential 
commercial information related to a development and manufacture of vaccines 
(5 U.S.C. 552b(c)(4)). 

. 

Date William Freas, Ph.D. 
Executive Secretary 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

ANNUAL REPORT 

Public Health Service 

Food and Drug Administration 
Rockville MD 20857 

OF THE 

. VACCINES AND RELATED BIOLOGICAL PRODUCTS ADVISORY COMMITTEE 

for the period 

October 1,1999 through September 30,200O 

FUNCTION 

The Committee reviews and evaluates data concerning the safety, effectiveness, and 
appropriate use of vaccines and related products which are intended for use in the 
prevention, treatment, or diagnosis of human diseases, and, as required, any other product 
for which the Food and Drug Administration has regulatory responsibility. The 
Committee also considers the quality and relevance of FDA’s research program which 
provides scientific support for the regulation of these products, and makes appropriate 
recommendations to the Commissioner of Food and Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met five times during the reporting period. Meetings were held in 
Bethesda, Maryland and Silver Spring, Maryland. One meeting was held by 
teleconference. 

The dates of those meetings were November 4-5, 1999; January 27-28,200O; March 10, 
2000; May 10,200O; and July 27,200O. 

The meetings on November 4 and November 5, 1999, and on January 28, May 11, and 
May 12,200O included closed sessions to permit discussion of trade secret or confidential 
commercial information or matters of a personal nature. 

ACCOMPLISHMENTS 

At the November 4-5,1999 meeting: 

1. In closed session, the committee discussed a viral product under development. The 
discussion included trade secret or confidential commercial information. 



2. 

3. 

4. 

5. 

6. 

7. 

The committee heard a short briefing on the Public Citizen suit and settlement 
affecting release of briefing materials to the public before or at the time of the 
advisory committee meeting. 
The committee discussed a proposal from NIAID for Phase 1 clinical testing of a 
novel human cytomegalovirus live vaccine. No votes were taken. 
In closed session, the committee was briefed on trade secret or confidential 
commercial information pertaining to a proposed supplemental application for a 
licensed product. 
The committee considered data on reactogenicity of a 5’h successive dose of Pasteur 
Merieux Connaught’s licensed DTaP vaccine, Tripedia. No votes were taken, but the 
committee members generally agreed that the vaccine was approvable for a 5* 
successive dose. The vaccine was approved for the 5’h dose on August 24,200O. 
In closed session, the con-m&tee was briefed on manufacturing issues concerning a 
product undergoing review for licensure. The discussion included trade secret and or 
confidential commercial information. 
The committee reviewed data pertaining to the safety and efficacy of Wyeth Lederle’s 
pneumococcal7-valent conjugate vaccine, Prevenar, for the prevention of meningitis 
and invasive disease. The vaccine was approved by FDA for use in infants on 
February 17,200O. 

At the January 27-28,200O meeting: 

1. The advisory committee commented on the current understanding of immune 
correlates of protection against invasive Haemophilus influenza b (Hib) disease and 
the clinical significance of reduced antibody response to Hib polysaccharide when 
combined with DTaP vaccine or administered concurrently. No votes were taken. 

2. The committee recommended that the viral influenza vaccine for the coming season 
should, as in previous years, be a trivalent one, and that the influenza A H 1N 1 antigen 
be changed from that contained in the previous year’s formulation. 

3. The committee heard a briefing on selected activities within the Laboratory of 
Pediatric and Respiratory Virus Diseases. 

4. In closed session, the committee recommended personnel and program actions for the 
Laboratory of Pediatric and Respiratory Virus Diseases. Disclosure of the 
information during this session would constitute an unwarranted invasion of personal 
privacy in accordance with 5 U.S.C. 552b(c)(6). These recommendations were used 
by FDA as part of its independent intramural program review. 

At the March 10,200O meeting: 

1. The committee completed its recommendation on the composition of the influenza 
virus vaccine for the 1999-2000 season, advising that the A H3N2 strain be changed 
to a newer one and that the current B strain be retained from the previous year’s 
formulation. 



2. The committee was updated on the Vaccine Safety Action Plan which has been 
delegated to the National Vaccine Program Office for implementation. Although 
FDA intended this session as a briefing only, the committee voted to endorse the plan 
and support the need for stable funding. 

At the May ll-12,200O meeting: 

1. 

2. 

3. 

4. 

5. 

6. 

In closed session, the committee met to hear a briefing on manufacturing issues 
related to a product under development. This session included trade secret or 
confidential commercial information. 
The committee was briefed on recent activities in the Office of Vaccines Research 
and Review pertaining to vaccine safety, including conferences on use of thimerosal 
and aluminum in vaccines, initiation of programs to counter bioterrorism, and efforts 
to ascertain the presence of SV40 in oral polio vaccine. 
The committee reviewed and commented on available safety information on rotavirus 
vaccines and vaccine candidates, particularly the relationship between rotavirus 
vaccination and development of the adverse event, intussusception. No votes were 
taken. 
In closed session, the committee met to discuss a product under development. The 
discussion included trade secret or confidential commercial information. 
In closed session, the committee heard a briefmg on products under development. 
Trade secret and/or confidential commercial information was included in the session, 
The committee discussed CBER’s draft proposals for the use of different types of 
neoplastic cells as substrates for vaccine manufacture. No votes were taken. 

At the July 27,200O meeting: 

1. In closed session, with the Transmissible Spongiform Encephalopathy Committee, 
the committee heard manufacturers discuss trade secret or company confidential 
material pertaining to the manufacture of vaccines. These presentations provided the 
committee with background information for the open committee discussion to follow. 

2. The committee met in joint session with the Transmissible Spongiform 
Encephalopathy committee to consider appropriate precautions to be taken with 
regard to use of bovine-derived materials in the manufacture of vaccines when those 
materials were obtained from countries in which bovine spongiform encephalopathy 

(BSE) is known to exist or from countries where the USDA has been unable to assure 
the FDA that BSE does not exist. The committee was also asked to consider potential 
risks and possible actions to be taken with regard to licensed or investigational vaccine 
products that may be affected. No votes were taken. 
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DEPARTMENT OF HEALTH 81 HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

of the 

ANTIVIRAL DRUGS ADVISORY COMMITTEE 

for the period 

October 1,1999 through September 30,ZOOO 

FUNCTION 

The Committee reviews and evaluates available data concerning the safety and 
effectiveness of marketed and investigational human drug products for use in the 
treatment of acquired immune deficiency syndrome (AIDS), HIV-related illnesses, and 
other viral, fungal, and mycobacterial infections, and makes appropriate 
recommendations to the Commissioner of Food and Drugs. The Committee also 
provides critical review of agency sponsored intramural and extramural research 
programs in support of the FDA’s regulatory functions. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The Committee met three times during the reporting period in Gaithersburg, Maryland. 
The dates of those meetings were October 4 and 5, 1999, November 1, 2, and 3, 1999, 
and July 25 and 26,200O. 

The meetings on October 4 and 5, 1999, and July 26,200O included a closed session to 
permit discussion of trade secret and/or confidential commercial information. 

ACCOMPLISHMENTS 

On October 4, 1999, during the morning session the Committee discussed issues related 
to the potential applicability of information from non-U.S. studies of prevention of 
perinatal HIV (Human Immunodeficiency Virus) transmission to U.S. clinical settings. 



Presentations were made regarding the epidemiology of mother-to-child transmission of 
HIV in the U.S. and the USPHS task force recommendations. An overview of 
NICHD/CRMC/PAMA clinical trials was presented. The CDC presented information on 
the conduct of trials in developing nations. The FDA presented information on the safety 
considerations on conducting these clinical trials and the regulatory considerations in the 
development of drugs to prevent perinatal transmission of HIV. During the afternoon 
session on October 4, 1999 and on October 5, 1999 the Committee met in closed session 
to discuss confidential commercial information relevant to pending investigational new 
drug applications and drug development plans. 

On November 1, 1999, the Committee discussed NDA 20-993, adefovir dipivoxil, Gilead 
Sciences Incorporated, for the treatment of HIV (human immunodeficiency virus) 
infection. The majority of the Committee agreed that the data did not establish the safety 
and efficacy of the 60mg dose. Additional suggestions for further investigation included 
studies of population subsets (race, gender, and HBWHIV coinfection), drug interactions, 
PWPD, resistance, and safety. The Committee recommended against approval. FDA did 
not approve the drug. 

On November 2 and 3, 1999, the Committee met to discuss issues related to testing for 
development of resistant Human Immunodeficiency Virus (HIV-l), with an emphasis on 
its potential role in antiretroviral drug development. The Committee provided advice and 
recommendations on the amount and type of resistance data needed to support both 
preclinical and clinical development of antiretroviral drugs and antiretroviral product 
labeling. 

On July 25,2000, the Committee met to discuss scientific data characterizing 
relationships of pharmacokinetic parameters and virologic response to approved 
antiretroviral drugs used in the treatment of HIV infection. Committee deliberations 
explored the use of pharmacokinetic data to improve the evaluation of new formulations, 
alternative dosing regimens, and choice of dosing in the setting of drug-drug interactions 
for approved antiretroviral drugs. Other issues discussed include the relationship between 
pharmacokinetic (PK) parameters and drug toxicity; and safety requirements and pediatric 
considerations for alternative dosing regimens. A number of recommendations were made 
which included the need for additional studies to relate specific PK parameters with 
virologic outcome and safety, and therapeutic drug monitoring. 

On July 26,2000, the Committee met in closed session for a briefing on pending 
investigational new drug applications (INDs), drug development plans, and an update on 
recent action on selected new drug applications (NDAs) in the Division of Antiviral Drug 
Products and the Division of Special Pathogen and Immunologic Drug Products. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MD 20857 

Annual Report 
of the 

Arthritis Advisory Committee 
for the period 

October I,1999 through September 30,200O 

Function 

The Committee reviews and evaluates data concerning the safety and effectiveness 
of marketed and investigational human drug products for use in the treatment of 
arthritis, rheumatism, and related diseases, and makes appropriate 
recommendations to the Commissioner of Food and Drugs. 

Membership 

A roster of members is attached. 

Meetings 

The Committee met twice during the reporting period in Rockville, Maryland. The 
dates of those meetings were April l&2000, and July 12,200O. A portion of the 
meeting on April 11,2000, was held in closed session to permit the discussion of 
trade secret and/or confidential commercial information. 

Accomplishments 

On April 11, 2000, the Committee met to discuss biologics license application (BLA) 
99-0884, EnbrelTM (etanercept) lmmunex , already approved for the treatment of 
signs and symptoms rheumatoid arthritis in adults, for an indication for the 
treatment of patients with early stage rheumatoid arthritis, the first or second year. 
The Committee recommended the approval of the expanded indication for the 
approved product. The Committee met in closed session for the rest of the day. 

The Committee met on July 12,2000, to discuss BLA 99-1234, RemicadeTM 
(infliximab) Centocor, already approved for the treatment of signs and symptoms of 
rheumatoid arthritis, for the prevention of radiographic progression and prevention 
of physical disability. The Committee also discussed general issues regarding 
claims based on radiographic data in patients with rheumatoid arthritis. The 
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Committee recommended general criteria for a claim referring to radiographic 
progression, and the limited adoption of the expansion of the indication of the 
Centocor product for labeling. The agency has modified the label. 
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Food and Drug Administration 
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ANNUAL REPORT 
of the 

DERMATOLOGIC AND OPHTHALMIC DRUGS ADVISORY COMMITTEE 
for the period 

October I, 1999 through September 30,ZOOO 
. 

FUNCTION 

The committee reviews and evaluates available data concerning the safety and 
effectiveness of marketed and investigational human drug products for use in the 
treatment of dermatologic and ophthalmic disorders and make appropriate 
recommendations to the Commissioner of Food and Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met four times during the reporting period in Bethesda and 
Gaithersburg, Maryland. The dates of those meetings were: 

November 4-5, 1999 
November 17,1999 
June 29-30,ZOOO 
September 18-19,200O 

The meeting of November 4-5, 1999, and June 29-30,2000, included closed 
sessions to permit discussion of trade secrets or confidential commercial 
information. 

ACCOMPLISHMENTS 

On November 4-5, 1999, the full committee conducted general discussions 
regarding two new drug applications: Loprox, for the treatment of 
onychomycosis; and Levulan Kerastick, for the treatment of multiple actinic 
keratoses of the face and scalp. The committee, the guest experts, and the FDA 
review personnel, discussed the current state of knowledge of the diseases and 
current treatment options. The committee recommended that Loprox be 
approved. The FDA accepted the committee’s recommendation. While the 



committee consensus on Levulan Kerastick was that there should be a separate 
patient information handout that would clearly explain the need to cover treated 
areas adequately, what effects to expect, and appropriate after care. The FDA 
accepted the committee’s recommendation. The meeting of November 5, 1999, 
included a closed session to permit discussion of trade secret and/or confidential 
commercial information relevant to pending new drug applications and 
investigational new drugs. 

On November 17, 1999, the Ophthalmic subcommittee discussed a new drug 
application for Visudyne, for the treatment of age-related macular degeneration in 
patients with predominantly classic subfoveal choroidal neovascularization. The 
committee, the guest experts, and the FDA review personnel, discussed the 
current state of knowledge of the diseases and current treatment options. 
Overall, the subcommittee’s opinion was favorable for the FDA to approve 
Visudyne. The recommendation was adopted by the FDA and the product was 
approved in the spring of 2000. 

On June 29-30, 2000, the full committee conducted general discussions 
regarding three new drug applications: 1) Lotrisone, for the treatement of tinea 
pedis, tinea cruris, and tinea corporis; 2) Dermex, for the treatment of actinic 
keratosis basal cell carcinoma, and squamous cell carcinoma; and 3) 
Miconazole Nitrate, for the treatment of diaper dermatitis. The committee, the 
guest experts, and the FDA review personnel, discussed the current state of 
knowledge of the diseases and current treatment options. 1) One of the 
questions that the FDA asked concerning Lotrisone was “what would be an 
appropriate indication for Lotrisone Lotion?” The committee recommended: 
systematic, inflammatory tinea pedis, tinea cruris, and tinea corporis. The FDA 
accepted the committee’s recommendation. 2) The committee suggested that 
Dermex Pharmaceutical form a partnership with a company that can conduct a 
focused study allowing Dermex to move foward. The FDA accepted the 
committee’s recommendation. 3) The committee recommended to support the 
proposed indication for Miconazole Nitrate. The FDA accepted the committee’s 
recommendation. The meeting of June 29, 2000, included a closed session to 
permit discussion of trade secret and/or confidential commercial information 
relevant to pending new drug applications and investigational new drugs. 

On September 18-l 9, 2000, the full committee conducted general discussions 
regarding the old and new formulation of Accutane. The committee, the guest 
experts, and the FDA review personnel, discussed the current state of knowledge 
of the diseases and current treatment options. The committee recommended 
that Accutane required more risk management than what the manufacturer was 
presently providing. The FDA accepted the committee’s recommendation. 
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E-Mail: 
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, DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

OF THE 

MEDICAL DEVICES ADVISORY COMMITTEE 

for the period 

October 1,1999 through September 30,200O 

Function 

The Committee reviews and evaluates data on the safety and effectiveness of marketed and 
investigational devices and makes recommendations for their regulation. The panels engage in a 
number of activities to fulfill the functions the FFDC Act envisions for device advisory panels. 
With the exception of the Medical Devices Dispute Resolution Panel, each panel, according to 
its specialty area, advises the Commissioner of Food and Drugs regarding recommended 
classification or reclassification of devices into one of three regulatory categories; advises on any 
possible risks to health associated with the use of devices; advises on formulation of product 
development protocols; reviews premarket approval applications for medical devices; reviews 
guidelines and guidance documents; recommends exemption of certain devices from the 
application of portions of the Act; advises on the necessity to ban a device; and responds to 
requests from the agency to review and make recommendations on specific issues or problems 
concerning the safety and effectiveness of devices. With the exception of the Medical Devices 
Dispute Resolution Panel, each panel, according to its specialty area, may also make appropriate 
recommendations to the Commissioner of Food and Drugs on issues relating to the design of 
clinical studies regarding the safety and effectiveness of marketed and investigational devices. 

The Dental Products Panel also functions at times as a dental drug panel. The functions of the 
dental drug panel are to evaluate and recommend whether various prescription drug products 
should be changed to over-the-counter status and to evaluate data and make recommendations 
concerning the approval of new dental drug products for human use. 

The Medical Devices Dispute Resolution Panel provides advice to the Commissioner on 
complex or contested scientific issues between the FDA and medical device sponsors, applicants, 
or manufacturers relating to specific products, marketing applications, regulatory decisions and 
actions by FDA, and Agency guidance and policies. The Panel makes recommendations on 
issues that are lacking resolution, are highly complex in nature, or result from challenges to 
regular advisory panel proceedings or Agency decisions or actions. 



MEETINGS 

The Medical Devices Advisory Committee held 27 meetings during the reporting period in 
Gaithersburg, Maryland; and Rockville, Maryland. 

Below are the dates of all device panel meetings during FY 2000 (10/l/99 to g/30/00) and 
UNDERLINED dates represent meetings that had closed sessions: 

1 o/4/99 
1 O/2 8/99 
1 l/04/99 
1 l/19/99 
1216-7199 
12/ 13199 
12/15/99 
121 f 6199 
01/12/00 
l/13-14/00 
l/20-2 l/O0 
l/24-25/00 
2/ 18lOO 
3/l-3/00 
3/ 17/00 
3/24/00 
313 1 /oo 
4/4/00 
5/8/00 
5/l l/O0 
5/l l-12/00 
6/l g-20/00 
6/19/00 
7/20/00 
7/20-2 1 /OO 
7/27-28/00 
9/l l/O0 

Obstetrics and Gynecology Devices Panel 
Clinical Chemistry and Clinical Toxicology Devices Panel 
Orthopaedic and Rehabilitation Devices Panel 
Gastroenterology and Urology Devices Panel 
Clinical Chemistry and Clinical Toxicology Devices Panel 
Irnmunology Devices Panel 
Hematology and Pathology Devices Panel 
Radiological Devices Panel 
General and Plastic Surgery Devices Panel 
Ophthalmic Devices Panel 
Microbiology Devices Panel 
Obstetrics and Gynecology Devices Panel 
Orthopaedic and Rehabilitation Devices Panel 
General and Plastic Surgery Devices Panel 
Ophthalmic Devices Panel 
Clinical Chemistry and Clinical Toxicology Devices Panel 
Neurological Devices Panel 
Circulatory System Devices Panel 
General and Plastic Surgery Devices Panel 

Neurological Devices Panel 
Ophthalmic Devices Panel 
Circulatory System Devices Panel 
Gastroenterology and Urology Devices Panel 
Orthopaedic and Rehabilitation Devices Panel 
Ear, Nose and Throat Devices Panel 
Microbiology Devices Panel 
Circulatory System Devices Panel 

ACCOMPLISHMENTS 
See attachments (accomplishments are reported for 13 panels). 



CIRCULATORY SYSTEM DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met three times during the reporting period in Gaithersburg, Maryland. 

The dates of the meetings were April 4,2000, June 19 and 20,200O and September 11,200O. 

The meeting on June 20,200O included a closed session to permit discussion and review of trade 
secret and/or confidential commercial information. This portion of the meeting was closed to 
permit discussion of pending and future circulatory system device submissions. In addition, the 
committee discussed and reviewed trade secret and/or confidential commercial information 
presented by a sponsor. 

ACCOMPLISHMENTS 

During the June 19-20,200O meeting, on the first day, a premarket approval application (PMA) 
for the Cordis IRT System made by Cordis Corporation was recommended for approval with 
conditions. The conditions were as follows: (1) labeling changes; (2) a multidisciplinary team 
approach should be required to include physicians and radiation specialists such as an 
interventional cardiologist, physicist, and oncologist; and (3) postmarketing surveillance would 
be mandatory, with the FDA standardizing details of the surveillance with the sponsors, but 
including at a minimum postmarket study of antiplatelet treatment and postapproval data on the 
premarket cohort for at least five years. This is an intravascular radiation device indicated for 
the treatment of coronary artery instent restenosis. 

e guidance document titled, 

November 13,200O 
Date Executive Secretary 
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-hRCULATORY SYSTEM DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Megan Moynahan 
Exec.Sec.-Circulatory Sys. Devices Panel 
ODE/DCRD 
Center for Devices and Radiological Health 

.9200 Corporate Blvd. HFZ-450 
Rockville, MD 20850 
DAY PHONE: (301) 443-85 17 
INTERNET: mbm@cdrh.fda.gov 

VOTING MEMBERS 

Michael D. Crittenden, M.D. 
Director, Surgical Service 
Intensive Care Unit 
West Roxbuty V.A. Medical Center 
1400 VFW Parkway 
West Roxbury, MA 02132 
DAY PHONE: (617) 323-7700 
INTERNET: 

DAY FAX: (301) 594-3076 

06/30/O 1 

DAY FAX: (617) 363-5567 

Julie A. Freischlag, M.D. 
Professor and Chief, Section of Vascular 
Director, Gonda Vascular Center 
UCLA School of Medicine 
200 Medical Plaza 510-5A, PO-956958 
Los Angeles, CA 90095-6958 
DAY PHONE: (310) 267-0182 DAY FAX: 
INTERNET: jfreisch@surgery.medsch.ucla.edu 

06/30/03 

(310) 825-4813 

Renee S. Hartz, M.D. 
Professor of Surgery; Chief of Cardiac S 
Department of Surgery SL22 
Tulane Medical Center 
1430 Tulane Avenue 
New Orleans, LA 70112 
DAY PHONE: (504) 582-7998 
INTERNET: RFHARTZMD@AOL.COM 

06/30/O 1 

DAY FAX: (504) 587-2141 
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“IRCULATORY SYSTEM DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Janet T. Wittes, PH.D. 
President 
Statistics Collaborative, Inc. 
1710 Rhode Island Ave. NW Suite 200 
Washington, DC 20036 
DAY PHONE: (202) 429-9267 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Robert A. Dacey 
378 Wardsworth Circle 
Longmont, CO 80501-5747 
DAY PHONE: (303) 682-3230 
INTERNET: Rdaceyco@cs.com 

INDUSTRY REP 

Gary J. Jarvis 
Industry Representative 
Senior Clinical Research Manager 
St. Jude Medical 
1 Lillehei Plaza 
St. Paul, MN 55117 
DAY PHONE: (65 1) 490-4320 
INTERNET: 

06/30/03 

DAY FAX: (202) 429-9268 

06/30/02 

DAY FAX: 0 - 

06/30/01 

DAY FAX: (65 1) 490-4409 

J 



CLINICAL CHEMISTRY and CLINICAL TOXICOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met three times during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The date of those meeting were October 28, 1999, December 6 - 7, 1999 and March 24,200O. 

The meetings on October 28, 1999, and December 7, 1999 included a closed session to permit 
discussion and review of trade secret and/or confidential commercial information regarding 
pending and future FDA issues. 

ACCOMPLISHMENTS 

On October 28, 1999, a premarket notification submission (5 10(k)) was submitted by Polymer 
Technology Systems, Inc. for the MTM BioScanner T Test Strips. This over-the-counter (OTC) 
device is intended for measurement of triglycerides from whole blood fingersticks of lay users. 
The panel recommended that the device was not substantially equivalent because of lack of data 
and labeling issues. 

During the December 6-7, 1999 meeting, on the first day, a PMA presented by Cygnus, Inc. for 
their GlucoWatch Automatic Glucose Biographer was recommended for approval with the 
following conditions: (1) an extensive education program should be put into place using model 
of the prothrombin time home-use meters; and (2) the labeling should be revised according to 
panel recommendations to be submitted to the FDA. This wrist-worn device is indicated for 
frequent, automatic and non-invasive monitoring of interstitial glucose levels in adults with 
diabetes. 

On the second day, the panel discussed and made recommendations on general issues regarding 
OTC devices for measurement of vaginal pH. The discussion included appropriate claims, study 
designs to support claims, performance expectations, and labeling. 

November 13,200O 
Date ’ Executive Secretary 
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- 
Iyq,INICAL CHEMISTRY AND CLINICAL TOXICOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Veronica Calvin 
Exec. Set, Clinical Chemistry & Toxicolo 
Office of Device EvaluationJDCLD 
Center for Devices and Radiological Health 
2098 Gaither Road HFZ-440 
Rockville, MD 20850 
DAY PHONE: (301) 594-1243 
INTERNET: vlj@cdrh.fda.gov 

CHAIRPERSON 

Martin H. Kroll, M.D. 
Director, Clinical Chemistry 
Dallas Veterans Affairs Medical Center 
4500 Lancaster Road (113) 
Dallas, TX 75216 
DAY PHONE: (2 14) 857-0684 
INTERNET: 

VOTING MEMBERS 

Stephen Clement, M.D. 
Associate Professor of Medicine 
Div of Endocrinology & Metabolism 
Georgetown Univ Med Ctr/Georgetown Diabetes Ctr 
4000 Reservoir Rd, NW B1dg.D #232 
Washington, DC 20007 
DAY PHONE: (202) 784-2200 
INTERNET: 

James Everett, M.D., PH.D 
Medical Director 
Madison Hospital 
201 East Marion Street 
Madison, FL 32340 
DAY PHONE: (850) 973-3456 
INTERNET: 

DAY FAX: (301) 594-5941 

02/28/02 

DAY FAX: (214) 857-0739 

02/28/04 

DAY FAX: (202) 687-2040 

02/28/04 

DAY FAX: (850) 973-9399 
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:LINICAL CHEMISTRY AND CLINICAL TOXICOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Cassandra E. Henderson, M.D. 
Nat Inst of Child Health & Develop 
Division of Epidemiology, Statistics & Prevention 
6100 Executive Blvd. Room 7B03 
Bethesda, MD 20892 
DAY PHONE: (30 1) 435-6928 
INTERNET: chenderson@mic-mhra.org 

Barbara R. Manno, PH.D. 
Professor 
Department of Psychiatry 
Louisiana State Univ. Medical Center 
1541 Kings Highway 
Shreveport, LA 7 1103- 
DAY PHONE: (318) 675-7810 
INTERNET: 

Nader Rifai, PH.D. 
Director of Clinical Chemistry 
Department of Laboratory Medicine 
Children’s Hospital 
300 Longwood Avenue 
Boston, MA 02115 
DAY PHONE: (617) 355-7173 
INTERNET: 

Arlan L. Rosenbloom, M.D. 
Distinguished Service Professor Emeritus 
Dept. of Pediatrics Endocrinology 
University of Florida, College of Medicine 
1701 Southwest 16th Avenue 
Gainesville, FL 32608- 
DAY PHONE: (352) 334-1393 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Davida F. Kruger, R.N. 
Certified Nurse Practitioner 
Henry Ford Hospital 
Henry Ford Health System 
2799 West Grand Boulevard 
Detroit, MI 48202 
DAY PHONE: (3 13) 876-3906 
INTERNET: 

02/28/04 

DAY FAX: (301) 402-2084 

02/28/02 

DAY FAX: (318) 675-7811 

02128102 

DAY FAX: (617) 355-6081 

02/28/03 

DAY FAX: (352) 378-3382 

02128102 

DAY FAX: (3 13) 876-3907 
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~.INICAL Ci%%..%i& AND CLINICAL TOXICOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

NONVOTING MEMBERS 

INDUSTRY REP 

Fred D. Lasky, PH.D. 
Director 
Government and Regulatory Affairs 
Ortho-Clinical Diagnostics, Inc. 
100 Indigo Creek Drive 
Rochester, NY 14626 
DAY PHONE: (716) 453-3880 
INTERNET: 

02/28/04 

DAY FAX: (7 16) 453-4402 



EAR, NOSE, and THROAT DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Gaithersburg, Maryland. 

The date of the meeting was July 20-2 1,200O. . 

The meeting on July 2 1,2000, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending issues and applications. 

ACCOMPLISHMENTS 

During the July 20-2 1,200O meeting, on the first day, a PMA presented by Symphonix, Inc. for 
the Vibrant Soundbridge System@ was recommended for approval with the following conditions: 
revised intended use statement to read, “The device is indicated for use in adults, 18 years of age 
and older, who have a moderate to severe sensorineural hearing loss and desire an alternative to 
an acoustic hearing aid”. Prior to receiving the device, it is recommended that an individual 
have experience with an appropriately fitted acoustical hearing aid. The claims proposed by the 
sponsor should be modified (numbers 1,2,3,5,6 8 and 9). The information packet should include 
the statement that the safety and effectiveness of bilateral implants has not been established. The 
manufacturer should be required to follow patients in a postmarking surveillance for device 
extrusion. The possibility of facial nerve paralysis/injury and taste disturbance should be added 
to page 8 of the patient information packet. The Vibrant Soundbridge consists of two main 
subsystems: 1) the implant called the Vibrating Ossicular Prosthesis or VORP; and 2) the 
external amplification system called the Audio 

On the second day, the panel discussed another PMA presented by Cochlear Corporation for the 
Nucleus 24 Auditory Brainstem Implant System. The device is intended to restore useful 
hearing to individuals 12 years or older with Neurofibromatosis Type II (NF2), who become deaf 
as a result of surgery to remove bilateral auditory nerve tumors. After deliberations, the panel 
recommended approval of the PMA subject to the following conditions: (1) the first claim should 
be revised to indicate that of the 90 patients implanted with the ABI, 82% perceived sound upon 
stimulation; (2) all claims should be simplified by eliminating fractions of patient numbers and 
change percentages; (3) the device should be delivered 



Page 2 - Ear, Nose and Throat Devices Panel (continued) 

without the magnet in place, and appropriate modification should be made to the surgeon’s 
manual; (4) a statement should be added that the additional efficacy of bilateral simultaneous 
implantation has not been studied; (5) information on neurophysical monitoring should be 
amplified in the surgeon’s manual, and recommended training should include more specific 
guidelines on neurological monitoring and neurological events that may occur during ABI 
placement; (6) a precaution should state that caution should be used in individuals who have 
undergone radiotherapy with use of gamma knife because of possible injury to the cochlear 
nucleus; (7) labeling should indicate that it is strongly recommended that the implantation team 
should receive training in techniques for appropriate implantation; and (8) the presentation of the 
efficacy data in the patients information packet should clearly indicate the percentage of patients 
who did perceive sound. 

November 13,200O 
Date 
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ht, NOSE AND THROAT DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Sara Thornton 
Executive Secretary, ENT Devices Panel 
Office of Device Evaluation/DOED 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-460 
Rockville, MD 20850 
DAY PHONE: (301) 594-2053 
INTERNET: smt@cdrh.fda.gov 

DAY FAX: (301) 480-4201 

CHAIRPERSON 

Carl A. Patow, M.D. 
Institute for Medical Education 

Health Partners 
8 100 34th Avenue South, PO box 1309 
Minneapolis, MN 55440-1309 
DAY PHONE: (612) 883-7184 DAY FAX: 
INTERNET: carl.a.patow@healthpartners.com 

10/31/01 

(612) 883-7181 

VOTING MEMBERS 

Anjum Khan, M.D. 
Private Practice Otolaryngologist 
Holy Cross Medical Center 
2415 Musgrove Road Suite 203 
Silver Spring, MD 20904 
DAY PHONE: (301) 989-2300 
INTERNET: a-khan@erols.com 

10/31/01 

DAY FAX: (301) 236-5357 

Paul R. Kileny, PH.D. 
Professor and Director 
Div. of Audiology and Electra-Phys 
Univ of Michigan Health System 
1500 East Medical Center Dr TC 1904 
Ann Arbor, MI 48109-0312 
DAY PHONE: (734) 936-80 13 
INTERNET: pkileney@umich.edu 

1 o/3 l/O2 

DAY FAX: (734) 936-9625 
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“AR, NOSE AND THROAT DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Clough Shelton. M.D. 10/31/00 
Associate Professor of Otolaryngology 
Division of Otolaryngology 
University of Utah 
50 North Medical Drive, 3C120 
Salt Lake City, UT 84132 
DAY PHONE: (801) 585-5450 DAY FAX: (801) 585-5744 
INTERNET: clough.shelton@micc.utah.edu 

Yvonne S. Sininger, PH.D. 
Director, CARE Center 
Children’s Auditory & Research 

Evaluation, House Ear Institute 
2100 West Third Street, Fifth Floor 
Los Angeles, CA 90054 
DAY PHONE: (2 13) 353-7094 
INTERNET: sininger@hei.org 

10/31/01 

DAY FAX: (213) 483-3716 

10/31/00 

DAY FAX: (901) 448-5120 

Gayle E. Woodson, M.D. 
Professor 
Department of Otolaryngology 
University of Tennessee, Memphis 
956 Court, Room B210 
Memphis, TN 33104- 
DAY PHONE: (90 1) 448-7677 
INTERNET: gwoodson@utmem.edu 

NONVOTING MEMBERS 

CONSUTklER REP 

Catalina E. Garcia, M.D. 
Dallas Anesthesiology Group 
7622 Royal Place 
Dallas, TX 75230 
DAY PHONE: (214) 827-8001 
INTERNET: 

10/31/03 

DAY FAX: (214) 739-2550 

INDUSTRY REP ’ 

1 o/3 1 /oo 

DAY FAX: (281) 218-9332 

William H. Duffell, Jr., PH.D. 
Vice President 
Regulatory and Clinical Affairs 
Cyberonics, Inc. 
16511 Space Center Blvd.. Suite 600 
Houston. TX 77058 
DAY PHOSE: (281) 228-7223 
IhTERSET: uhd@Cyheronics.com 



GASTROENTEROLOGY and UROLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were November 19, 1999 and June 19,200O. 

The meeting on November 19, 1999, included a closed session to permit discussion and review 
of trade secret and/or confidential commercial information regarding present and titure FDA 
issues. 

ACCOMPLISHMENTS . 

On November 19, 1999, a PMA presented by Spectra Sciences, Inc. for the Optical Biopsy 
SystemTM (OSB) was recommended for approval subject to the following condition: conduct 
post-approval study of the OSB during flexible sigmoidoscopy screening procedures in an 
appropriate number of patients as determined by statistical analysis. As an aid in endoscopic 
examination, this system utilizes laser energy and autofluorescence to distinguish between 
hyperplastic and adenomatous polyps (one cm or less) in the colon that may warrant further 
diagnostic evaluation. 

November 13,200O 
Date /\ 

Jefferv Cooper, D.V.M. 
Executive Secretary 
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%STROENTEROLOGY AND UROLOGY DEVICES PANEL OmDICAL DEVICES ADVISORY COMMITTEE 

EXECUTIVE SECRETARY 

Jeffrey Cooper, M.S., D.V. 
Exec. Sec., GU Devices Panel 
Office of Device Evaluation/DRARD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. 210E HFZ-470 
Rockville, MD 20850 
DAY PHONE: (301) 594-1220 
INTERNET: jwc@cdrh.fda.gov 

CHAIRPERSON 

Anthony N. Kalloo, M.D. 
Director of Gastrointestinal Endoscopy 
The Johns Hopkins University School of Medicine 
1830 E. Monument Street, Rm. 419 
Baltimore, MD 21205- 
DAY PHONE: (4 10) 955-9697 
INTERNET: 

VOTING MEMBERS 

Craig F. Donatucci, M.D. 
Assistant Professor of Urology 
Dept. of Surgery, Div. of Urology 
Duke Univ. Medical Ctr., Rm 1108A Green 
Trent Street, Box 3274 
Durham, NC 27710- 
DAY PHONE: (919) 684-2127 
INTERNET: 

Jenelle E. Foote, M.D. 
M.D. (Private Practice) 
Midtown Urology Surgical Center 
128 North Avenus, NE, Suite 100 
Atlanta, GA 30308 
DAY PHONE: (404) 88 l-0966 
INTERNET: 

DAY FAX: (30 1) 594-2339 

12/31/02 

DAY FAX: (410) 614-7340 

12/31/00 

DAY FAX: (919) 681-7423 

12/31/01 

DAY FAX: (404) 874-5902 
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.ASTROENTEROLOGY AND UROLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE 

VOTING MEMBERS 

Robert H. Hawes, M.D. 
Professor, Internal Medicine 
Digestive Disease Center 
Medical University of South Carolina 
96 Jonathan Lucas St., Ste. 210 CSB 
Charleston, SC 29425 
DAY PHONE: (843) 792-6864 
INTERNET: 

M’Liss A. Hudson, M.D. 
Parkcrest Surgical Associates 
675 Old Ballas, Suite 200 
St. Louis, MO 63141 
DAY PHONE: (314) 569-0130 
INTERNET: 

12/31/01 

DAY FAX: (843) 792-4 184 

12/31/00 

DAY FAX: (3 14) 569-0779 

Joseph H. Steinbach, PH.D. 
Assistant Research Biomathematician 
Gastroenterology V- 111 -D 
V.A. Medical Center 
3350 La Jolla Village Drive 
San Diego, CA 92161- 
DAY PHONE: (858) 552-8585 
INTERNET: jhsteinbach@ucsd.edu 

12/31/01 

DAY FAX: (858) 5524327 

NONVOTING MEMBERS 

CONSUMER REP 

Diane K. Newman, MSN 
Adult Nurse Practitioner 
DKN and Associates, Inc. 
721 Darby Paoli Road 
Berwyn, PA 19312 
DAY PHONE: (215) 914-1014 
INTERNET: 

12/31/02 

DAY FAX: (2 15) 923-9024 



GENERAL AND PLASTIC SURGERY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met three times during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were January 12,2000, March l-3,2000 and May 8,200O. 

The meeting on January 12,2000, included a closed session to permit discussion of trade secret 
and/or confidential information relating to pending issues and applications. 

ACCOMPLISHMENTS 

On January 12,2000, a PMA presented by Lifecore Biomedical, Inc. for the Intergel@ Adhesion 
Prevention Barrier Solution was recommended as nonapprovable. The device is indicated as an 
adjunct to good surgical technique for use as a single use, intraperitoneal instillate for reduction 
of adhesions following gynecological pelvic laparotomy surgery. 

November 13,200O 
Date 

vid Krause, Ph.D. 
Executive Secretary 
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;ENERAL AND PLASTIC SURGERY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

David Krause, PH.D. 
Exec. Sec., General and Plastic Surgery 
Office of Device Evaluation/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-4 10 
Rockville, MD 20850 
DAY PHONE: (30 1) 594-3090 
INTERNET: DXK@cdrh.fda.gov 

CHAIRPERSON 

Thomas V. Whalen, M.D. 
Head, Division of Pediatric Surgery 
Robert Wood Johnson Medical School at Camden 
Three Cooper Plaza, Suite 41 I 
Camden, NJ 08 103 
DAY PHONE: (856) 342-3250 
INTERNET: 

VOTING MEMBERS 

Joseph V. Boykin, Jr., M.D. 
Medical Director 
Wound Healing Center 
Columbia Retreat Hospital 
262 1 Grove Avenue 
Richmond, VA 23220 
DAY PHONE: (804) 353-8100 
INTERNET: 

Phyllis Chang, M.D. 
Staff Surgeon 
Plastic and Reconstructive Surgery 
University of Iowa Hospital and Clinics, JPP2960 
200 Hawkins Drive, Rm. 2965 
Iowa City, IA 52240 
DAY PHONE: (319) 356-2125 
INTERNET: _- 

DAY FAX: 

DAY FAX: (856) 54 l-2634 

(30 1) 594-2358 

08/31/01 

0813 i/O2 

DAY FAX: (804) 353-4658 

0813 I /02 

DAY FAX: (3 19) 353-7459 

I . 
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ENERAL AND PLASTIC SURGERY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

David L. DeMets, PH.D. 
Professor of Biostatistics, Chair 
Dept Biostat & Med lnformatics 
University of Wisconsin. Madison 
600 Highland Avenue Rm: K6-446 
Madison, WI 537924675 
DAY PHONE: (608) 263-2947 
INTERNET: 

Susan Galandiuk, M.D. 
Associate Professor of Surgery 
Department of Surgery 
University of Louisville 
550 South Jackson Street 
Louisville, KY 40202 
DAY PHONE: (502) 852-4568 
INTERNET: 

Robert L. McCauley, M.D. 
Chief, Department of Plastic and 
Reconstructive Surgery 

Shriners Bums Hospital 
815 Market Street 
Galveston, TX 77550- 
DAY PHONE: (409) 770-674 1 
IhTERNET: 

NONVOTING MERIBERS 

CONSUMER REP 

0813 1 IO2 

DAY FAX: (608) 263- 1059 

08/3 1 IO 1 

DAY FAX: (502) 852-89 IS 

08/31/03 

DAY FAX: (409) 770-69 I9 

08/3l/Ol 

DAY FAX: (5 15) 422-6383 

Maxine F. Brinkman, R.N. 
Director, Women’s and Children’s Service 
North Iowa Mercy Health Center 
1000 4th Street SW 
Mason City, IA 50401 
DAY PHONE: (5 15) 422-7347 
IhTERNET: 



MEMBERSHIP 

HEMATOLOGY and PATHOLOGY DEVICES PANEL 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The date of the meeting was December 15, 1999. 

On December 15, 1999, in a closed session, the committee heard and reviewed trade secret 
and/or confidential commercial information on a product development protocol (PDP). This 
portion of the meeting was closed to permit discussion of this information. 

ACCOMPLISHMENTS 

On December 15, 1999, following the open public session, in a c 
discussed a product development protocol. 

November 13,200O 
Date 

losed session, the pane 1 

Executive Secretary 
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TMATOLOGY AND PATHOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Michelle Stuart, MS,MT(ASCP 
Executive Secretary 
ODEIDCLD 
Center for Devices and Radiological Health 
2098 Gaither Road 
Rockville, MD 20850 
DAY PHONE: (301) 594-1293 
INTERNET: 

VOTING MEMBERS 

Dorothy M. Adcock, M.D. 
Staff Pathologist 
Department of Pathology 
Kaiser Permanente 
16601 E. Centretech Parkway 
Aurora, CO 80011 
DAY PHONE: (303) 344-7057 
INTERNET: 

Juan C. Felix, M.D. 
Director of Pathology 
Women’s & Children’s Hospital 
Room 1123 
1240 N. Mission Road 
Los Angeles, CA 90033- 
DAY PHONE: (323) 226-300 1 
INTERNET: 

John L. Francis, PH.D. 
Division Director 
Clinical and Research Lab 
Walt Disney Memorial Cancer Institute #lOO 
2501 North Orange Avenue, Suite 786 
Orlando, FL 32804- 
DAY PHONE: (407) 303-2440 
INTERNET: 

DAY FAX: 0 - 

02/28/03 

DAY FAX: (303) 739-3597 

02/28/02 

DAY FAX: (323) 226-3535 

02/28/01 

DAY FAX: (407) 303-244 1 
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TEMATOLOGY AND PATHOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Mary L. Nielsen, M.D. 
Staff Pathologist, Hays Pathology Labs. 
Kansas Pathology Consultants 
DBA Kansas 
3333 E. Central Ave., Suite 721 
Wichita, KS 67208- 
DAY PHONE: (316) 681-2741 
INTERNET: 

Simon 0. Ogamdi, PH.D. 
Chairperson & Professor, Dept of Health 
Florida Atlantic University 
Boca Raton Campus Bldg. 47, Room 443 
777 Glades Road 
Boca Raton, FL 33431 
DAY PHONE: (954) 236-l 264 
INTERNET: 

02128103 

DAY FAX: (316) 681-0151 

02/28/03 

DAY FAX: (56 1) 297-2268 

NONVOTING MEMBERS 

INDUSTRY REP 

Juan A. Ruiz, PH.D. 02/28/04 
Director 
Hemostatis R&D 
Instrumentation Laboratory Co. 
11 Ticonderoga Road 
Acton, MA 01720-2028 
DAY PHONE: (781) 861-4365 DAY FAX: (978) 6353453 
INTERNET: hemo-nostix@email.msn.com 



IMMUNOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met one time during the reporting period in Rockville, Maryland. 

The date of the meeting was December 13, 1999. 

The meeting on December 13, 1999, included a closed session to permit discussion of trade 
secret and/or confidential commercial information regarding pending or future device 
submissions. 

ACCOMPLISHMENTS 

On December 13, 1999 a PMA supplement submitted by Matritech, Inc. for the NMP22 Test Kit 
was recommended for approval with conditions. The conditions were as follows: 
l A change in intended use wording to read, “ The Matritech NMP22@ Test Kit is indicated as 

an aid in the diagnosis of persons with symptoms or risk factors for transitional cell cancer 
(TCC) of the bladder (cut-off 7.5 U/mL) in conjunction with and not in lieu of current 
standard diagnostic procedures, and in the management of patients with transitional cell 
carcinoma of the bladder after surgical treatment to identify those patients with occult or 
rapidly recurring TCC (cut-off 10 WmL).” 

l Employ a cut-off of 7.5 U&L until sufficient calibrators and data are provided to justify 
lowering the cut-off to the proposed 5 U/r&. 

This device was approved in July 1996 as an aid in management of patients with TCC of the 
bladder after surgical treatment to identify those patients with occult’or rapidly recurring TCC. 

Date ‘Executive Secretary 
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IMMUNOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Louise Magruder 
Exec. Sec., Immunology Devices Panel 
ODE/DCLD 
Center for Devices and Radiological Health 
2098 Gaither Road HFZ-440 
Rockville, MD 20850 
DAY PHONE: (301) 594-1293 
INTERNET: 

DAY FAX: (30 1) 594-5940 

CHAIRPERSON 

Glen L. Hortin, M.D., PH.D 
Assistant Chief of Clinical Chemistry 
Clinical Pathology Department 
National Institutes of Health 
Building 10, Room 2C 407 
Bethesda, MD 20892- 1508 
DAY PHONE: (30 1) 496-3453 
INTERNET: ghortin@nih.gov 

02/28/O 1 

DAY FAX: (301) 402-1885 

VOTING MEMBERS 

A. Betts Carpenter, M.D., PH.D 
Pathologist 
Department of Pathology 
Marshall University School of Medicine 
1542 Spring Valley Drive 
Huntington, WV 25704 
DAY PHONE: (304) 696-7346 
INTERNET: carpent3@marshall.edu 

02128102 

DAY FAX: (304) 696-6777 

Henry A. Homburger, M.D. 
Consultant in Laboratory Medicine 
Section of Clin Chem & Medical Labs 
Mayo Clinic 
Room 920 Hilton Building 
Rochester, MN 55905 
DAY PHONE: (507) 284-4580 
INTERNET: 

02/28/01 

DAY FAX: (507) 266-4088 
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VOTING MEMBERS 

Daniel P. Petrylak. M.D. 
Assistant Professor of Medicine 
Department of Medical Oncology 
Columbia Presbyterian Medical Center 
161 Fort Washington Avenue 
New York, NY 10032 
DAY PHONE: (212) 305-1731 
INTERNET: dpp5@Columbia.edu 

Abulkalam M. Shamsuddin, M.D., PH.D 
Professor of Pathology 
Department of Pathology 
University of Maryland School of Medicine 
10 South Pine Street (MSTFdOOF) 
Baltimore, MD 21201-l 192 
DAY PHONE: (4 10) 706-4874 
INTERNET: 

Gene P. Siegal, MD., PH.D. 
Prof., Path., Cell Bio. & Surg. 
Dir of Div of Anatomic Pathology 
University of Alabama at Birmingham 
506 Kracke Bldg. 
Birmingham, AL 35233- 1924 
DAY PHONE: (205) 934-6608 
INTERNET: 

Mary B. Todd, D.O. 
Deputy Director 
The Cancer Institute of New Jersey 
195 Little Albany Street 
New Brunswick, NJ 08901- 
DAY PHONE: (732) 235-7413 
INTERNET: toddmb@umdnj.edu 

NONVOTING MEMBERS 

CONSUMER REP 

Bamarese P. Wheatley, M.P.H. 
Program Director 
Breast Cancer Early Detection Ctr 
Alameda County Medical Center, Dept. of Surgery 
1411 E 31st Street 
Oakland, CA 94602 
DAY PHOXE: (5 10) 437-8347 
INTERNET: HN7308@earthlink .net 

02/28/03 

DAY FAX: (2 12) 305-6762 

02/28/04 

DAY FAX: (410) 706-8414 

02/28/04 

DAY FAX: (205) 975-7284 

02/28/04 

DAY FAX: (732) 235-8094 

02/28/03 

D.4Y FAX: (5 10) 437-5084 



NONVOTING MEMBERS 

INDUSTRY REP 

Erika B. Ammirati, R.A.C. 
Ammirati Regulatory Consulting 
575 Shirlynn Court 
Los Altos, CA 94022- 
DAY PHONE: (650) 949-2768 
INTERNET: eba@regcon.com 

DAY FAX: (4 15) 949-5347 

02/28/01 
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MICROBIOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met twice during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were January 20-2 1,200O and July 27-28,200O. 

The meeting on July 28,2000, included a closed session to permit discussion and review of trade 
secret and/or confidential commercial information regarding pending and future device 
submissions. 

ACCOMPLISHMENT 

During the July 27-28 meeting, the panel discussed and made recommendations on issues 
concerning the appropriate types of data and information required to assess the safety and 
effectiveness of diagnostic tests intended to identify biothreat agents, or to provide evidence of 
exposure to biothreat agents, when used on different specimen types and under different 
conditions for use. 

At the same meeting, the panel discussed two PMAs sponsored by Roche Molecular System: 
TM The first PMA is for the Amplicor HCV Test ~2.0, a nucleic acid amplification in vitro 

diagnostic qualitative device to detect hepatitis C virus (HCV) ribnucleic acid (RNA) in human 
serum or plasma. The second PMA is for the Cobas AmplicorTM HCV Test, ~2.0 qualitative in 
vitro diagnostic test for the detection of HCV RNA in clinical specimen on the Cobas 
AmplicorTM Analyzer. The presence of HCV RNA is evidence of current HCV infection in 
patients presenting with clinical and/or biochemical evidence of liver disease. These assays are 
not intended for use in screening of blood or blood products for donors. The panel 
recommended approval with the same conditions for both PMAs. 

November 13,200O 
Date Executive Secretary 
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MICROBIOLOGY DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMI-ITEE, FDA 

EXECUTIVE SECRETARY 

Freddie Poole 
Exec. Sec., Microbiology Devices Panel 
ODE/DCLD HFZ-440 
Center for Devices and Radiological Health 
2098 Gaither Road (Oak Grove) 
Rockville, MD 20850 
DAY PHONE: (301) 594-2096 
INTERNET: 

DAY FAX: (301) 594-594 1 

CHAIRPERSON 

Michael L. Wilson, M.D. 
Director 
Dept. of Pathology & Lab Services 
Denver Health Medical Center #0224 
777 Bannock Street 
Denver, CO 802044507 
DAY PHONE: (303) 436-6434 
INTERNET: 

02/28/03 

DAY FAX: (303) 4366420 

VOTING MEMBER!3 

Margaret R. Hammerschlag, M.D. 
Professor of Pediatrics and Medicine 
Div of Pediatrics Infec Diseases 
State Univ of NY Hlth Science Ctr at Brooklyn 
450 Clarkson Avenue, Box 49 
Brooklyn, NY 11203-2098 
DAY PHONE: (7 18) 2454075 
INTERNET: mhammerschlag@poI.net 

02/28/O 1 

DAY FAX: (718) 245-2118 

Valerie L. Ng, PH.D., M.D 
Prof. and’Vice Chair, Dept. of Laborator 
Director, Clinical Laboratories 
San Francisco General Hospital 
100 1 Potrero Avenue 
San Francisco, CA 94110 
DAY PHONE: (4 15) 206-8588 
INTERNET: ng@pangloss.ucsf.edu 

02/28/02 

DAY FAX: (4 15) 206-3045 
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VOTING MEMBERS 

Natalie L. Sanders, MD, MPH, M 
Physican, Urgent Care 
So. California Permanente Medical Group 
4712 Admiralty Way #305 
Marina de1 Rey , CA 90292 
DAY PHONE: (3 10) 337-7438 
INTERNET: NSandersMD@aol .com 

Carmelita U. Tuazon, M.D. 
Professor of Medicine 
Infectious Diseases 
George Washington Univ Hospital 
2150 Pennsylvania Avenue, Ste. 5409 
Washington, DC 20037- 
DAY PHONE: (202) 9944179 
INTERNET: 

Melvin P. Weinstein, M.D. 
Professor of Medicine and Pathology 
Robert Wood Johnson Medical School 
University of Medicine & Dentistry of New Jersey 
One Robert Wood Johnson Place, CN19 
New Brunswick, NJ 08903-0019 
DAY PHONE: (732) 235-77 13 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Stanley M. Reynolds 
Supervisor, Immunology & Virology Sec. 
Bureau of Laboratories, Dept Health 
Commonwealth of Pennsylvania 
110 Pickering Way & Welsh Pool Road 
Lyonville, PA 19353 
DAY PHONE: (610) 280-3464 
INTERNET: 

INDUSTRY REP 

David T. Durack, D. PHIL. 
Vice President, Medical Affairs 
Becton Dickinson Biosciences 
7 Loveton Circle, MC 644 
Sparks,, MD 2 1152-0999 
DAY PHONE: (20 1) 847-7438 
INTERNET: david-durack@ms.bd.com 

02/28/03 

DAY FAX: (3 10) 337- 1920 

02/28/01 

DAY FAX: (202) 994-72 17 

02/28/02 

DAY FAX: (732) 235-795 1 

02/28/03 

DAY FAX: (610) 436-3346 

02128104 

DAY FAX: (410) 321-6643 



NEUROLOGICAL DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Rockville, Maryland. 

The dates of the meetings were March 3 1,200O and May 11,200O. 

The meeting on March 3 1,2000, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending applications. 

a ACCOMPLISHMENTS 

On March 3 1,2000, the panel discussed a PMA supplement presented by Medtronic, Inc. for the 
Activa Deep Brain Stimulator for bilateral implantation to treat Parkinson’s disease. The PMA 
supplement was approved with conditions. The conditions included written instructions for use 
of the device, extended patient follow-up for 2 to 3 years, and amended indications for the device 
use. The original PMA was approved in 1997 for unilateral treatment of tremor due to 
Parkinson’s tremors and essential tremors. 

November 13,200O 
Date 
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EXECUTIVE SECRETARY 

Janet Scudiero 
Exec. Sec., Neurological Devices Panel 
ODE/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd, HFZ-410 
Rockville, MD 20850 
DAY PHONE: (301) 594-1287 
INTERNET: 

CHAIRPERSON 

Alexa I. Canady, M.D. 
Vice Chairman 
Department of Neurosurgery 
Children’s Hospital (Michigan) 
390 1 Beaubien 
Detroit, MI 48201- 
DAY PHONE: (3 13) 833-4490 
INTERNET: 

VOTING MEMBERS 

Everton A. Edmondson, M.D. 
Private Practice 
560 Fannin, Suite 1260 
Houston, TX 77030 
DAY PHONE: (713) 797-1180 
INTERNET: 

Richard G. Fessler, M.D., PH.D 
Professor 
Director, Minimally Invasive Spine 
Chicago Institute of Neurosurgery & Neuroresearch 
2515 N. Clarke Street, Suite 800 
Chicago, IL 60614 
DAY PHONE: (773) 388-7700 
INTERNET: rfessler@cinn.org 

DAY FAX: 0 - 

11/30/00 

DAY FAX: , (313) 993-8744 

11/30/00 

DAY FAX: (7 13) 797-064 1 

11/30/o 1 

DAY FAX: (773) 392-84 13 
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NEUROLOGICAL DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMI’ITEE, FDA 

VOTING MEMBERS 

Robert W. Hurst, M.D. 11/30/03 
Associate Professor of Radiology 
Dept of Radiology & Neurosurgery 
Hospital of University of Pennsylvania 
3400 Spruce Street 
Philadelphia, PA 19104- 
DAY PHONE: (2 15) 662-3083 DAY FAX: (2 15) 662-3283 
INTERNET: Hurst@OASIS.rad.upenn.edu 

Steve G. Massaquoi, M.D., PH.D 
Assistant Professor, Elec. Engin & Compu 
Room 701 
Massachusetts Institute of Technology 
545 Main Street (Tech Square) N643 
Cambridge, MA 02139 
DAY PHONE: (6 17) 253-7093 
INTERNET: sgm@mit.edu 

Gail L. Rosseau, M.D. 
Director of Cranial Base Surgery 
Chicago Institute of Neurosurgery & Neuroresearch 
2515 N. Clark Street, Suite 800 
Chicago, IL 606 14- 
DAY PHONE: (773) 883-8585 
INTERNET: grosseau@cinn.org 

Cedric F. Walker, PHD P.E. 
Professor, Biomedical Engineering 
Chair, Engineering Science 
Tulane University 
Boggs Center, Suite 500 
New Orleans, LA 70118-5674 
DAY PHONE: (504) 865-5866 
INTERNET: Cedric.Walker@Tulane.edu 

NONVOTING MEMBERS 

CONSUMER REP 

Anne W. Wojner. MSN 
Clinical Nurse Specialist 
2912 Summersweet Place Suire IO0 
The Woodlands, TX 77380 
DAY PHONE: (28 1) 364-0688 

1 l/30/03 

DAY FAX: (617) 258-7413 

1 l/30/01 

DAY FAX: (773) 935-2 132 

11/30/o 1 

DAY FAX: (504) 862-8779 

11/30/00 

DAY FAX: (78 1) 362-0029 
INTERNET: anne.wojner@aacn.org or AACN AWW@prodigy.net 
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NONVOTING MEMBERS 

INDUSTRY REP 

Sally L. Maher, ESQ. 
Director, Regulatory Affairs 
Clinical Research 
Smith & Nephew Endoscopy 
160 Dascomb Road 
Andover, MA, MA 01810 
DAY PHONE: (978) 749- 1492 DAY FAX: 
INTERNET: SMTP:Sally.Maher@Smith-Nephew.com 

11/30/00 

(978) 749-1443 



OBSTETRICS and GYNECOLOGY DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were October 4, 1999 and January 24-25,200O. 

The meetings on October 4, 1999 and January 25,2000, included a closed session to permit 
discussion of trade secret and/or confidential commercial information regarding pending and 
future device issues. 

ACCOMPLISHMENTS 

On October 4, 1999, the panel discussed issues for new barrier contraceptive devices, such as 
premarket study design, prescription versus OTC availability, and premarket versus postmarket 
studies. The discussion included what the appropriate controls should be, study size, length of 
follow-up to determine pregnancy rates, safety evaluations, labeling for the physician and 
patient, and whether these devices should be made available through prescription only or OTC. 
The Obstetrics and Gynecology Devices Branch will consider the panel’s suggestion and 
recommendations as they develop guidance for new female barrier contraceptive devices. 
Following the barrier contraceptive discussion, the panels discussed clinical study requirements 
for new nonextirpative methods of treating uterine fibroids. The discussion included the 
appropriateness of a randomized controlled study design, the appropriate study endpoints, length 
of follow-up, quality of life measures, inclusion/exclusion criteria, labeling with respect to 
pregnancy following a procedure, and postmarket studies. The panel’s recommendations will be 
considered as the Obstetrics and Gynecology Devices Branch develops guidance for the 
development of devices used to treat uterine fibroids. 



Page 2 - Obstetrics and Gynecology Devices Panel (continued) 

On January 24-25,2000, during the first day, the panel discussed Mallinckrodt, Inc’s PMA for 
Nellcor N-400 Fetal Oxygen Saturation Monitoring System, a-first-of-a kind intrapartum fetal 
pulse oximeter. This device continuously monitors fetal oxygen saturation (FsP02) and is 
indicated for use as an adjunct to fetal heart rate (FHR) monitoring to better assess fetal oxygen 
status in the presence of a non-reassuring heart rate pattern during labor and delivery. Following 
the deliberations, the panel recommended approval of the PMA with conditions. 

On the second day, the Panel discussed a draft guidance document on adhesion barrier products 
intended for use in pelvic and/or abdominal surgery. The panel provided the following 
recommendations to FDA regarding: 
l Use of surrogate endpoints (e.g. adhesion incidence, extent, 

severity, scoring systems for adhesions) versus clinical 
endpoints (e.g. infertility, chronic pelvic pain, small bowel 
obstruction); 

l premarket versus postmarket study of clinical endpoints; 
l extrapolation of data for a) de novo to reformed adhesions, b) gynecologic models to general 

surgery; and c) site-specific application to alternative sites in the abdominopelvic cavity; 
appropriate methods for masking a trial; 

l laparoscopy versus laparotomy indications; and 
l data on the potential of an adhesion barrier product to enhance infection 

November 13,200O 
Date 

d%sa Harvey, Ph.D., D.V.M 
Executive Secretary 
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EXECUTIVE SECRETARY 

Elisa Harvey, DVM, PH.D. 
Exec. Sec., Obstetrics and Gynecology 
Office of Device Evaluation/DRAERD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-470 
Rockville, MD 20850 
DAY PHONE: (301) 594-l 180 
INTERNET: edh@cdrh.fda.gov 

CHAIRPERSON 

Jorge D. Blanco, M.D. 
Medical Director 
Sacred Heart Women’s Hospital 
5151 N. 9th Ave. 
Pensacola, FL 32504- 
DAY PHONE: (850)416-2450 
INTERNET: 

VOTING MEMBERS 

Donald L. Chatman, M.D. 
Clinical Associate Professor 
Dept. Obstetrics and Gynecology 
Northwestern Memorial Hospital 
111 North Wabash Suite 1017 
Chicago, IL 60602 
DAY PHONE: (3 12) 220-9255 
INTERNET: 

Grace M. Janik, M.D. 
Associate Clinical Professor 
Dept. of Obstetrics & Gynecology 
Medical College of Wisconsin 
2315 North Lake Drive Suite 501 
Milwaukee, WI 53211 
DAY PHONE: (414)289-9668 
INTERNET: RSC@EXECPC.COM 

DAY FAX: (301)594-2339 

01/31/03 

DAY FAX: (850)416-4107 

01/31/01 

DAY FAX: (312) 220-9245 

01/31/01 

DAY FAX: (414)289-0974 
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VOTING MEMBERS 

David F. Katz, PH.D. 
Professor 
Dept of Biomed. Engineering/Oh-Gyn 
Duke University 
Box 90281 
Durham, NC 27708-028 1 
DAY PHONE: (9 19) 660-5452 
INTERNET: dKatz@acpub.duke.edu 

Mary Jo O’Sullivan, M.D. 
Professor & Associate Chair of Obstetric 
Dept. of Obstetrics & Gynecology 
Univ. of Miam/Jackson Memorial Hosp., Hoetz Center 
1611 NW 12 Ave,(R-136) Rm 4070 E.Tw 
Miami, FL 33136 
DAY PHONE: (305) 585-5610 
INTERNET: 

Subir Roy, M.D. 
Private Practice 
Dept of Obstetrics and Gynecology 
USC School of Medicine Womens & Children’s Hosp. 
1240 North Mission Road Rm L-1022 
Los Angeles, CA 90033 
DAY PHONE: (323) 226-2502 
INTERNET: 

Nancy C. Sharts-Hopko, PH.D. 
Professor 
College of Nursing 
Villanova University 
800 Lancaster Avenue 
Villanova, PA 19085 
DAY PHONE: (610) 5194906 
INTERNET: 

NONVOTING MEMBERS 

CONSUMER REP 

Diony S. Young 
Ed itor 
Birth: Issues in Perinatal Care 
43 Oak Street 
Geneseo, NY 14454 
DAY PH0h-E: (716) 243-0087 
INTERNET: 

01/31/02 

DAY FAX: (9 19) 684-4488 

01/31/04 

DAY FAX: (305) 325-1282 

01/31/02 

DAY FAX: (323) 226-5780 

01/31/03 

DAY FAX: (610) 519-7997 

01/31/01 

D.\Y F.+S: (716) 243-0087 
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NONVOTING MEMBERS 

INDUSTRY REP 

Cindy Domecus. R.A.C. 
VP, Clinical Res. Regulatory Affairs 
and Quality Assurance 
Conceptus. Inc. 
1021 Howard Avenue 
San Carlos, CA 94070- 
DAY PHONE: (650) 802-7264 
INTERNET: 

01/31/01 

DAY FAX: (650) 508-7664 



OPHTHALMIC DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met three times during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were January 13-14,200O; March 17,200O; and May 1 l- 12,200O. 

The meeting on January 13,2000, included a closed session to permit discussion of trade secret 
and/or confidential commercial information regarding pending issues and applications. 

ACCOMPLISHMENTS 

On January 13-14,2000, during the first day, a PMA sponsored by Sun Rise Technologies 
International, Inc. for the Hyperion LTK System was recommended for approval with 
conditions. The device is indicated for the temporary reduction of hyperopic refractive error. On 
the second day, the panelists recommended that artificial eye care products intended for the 
lubricating and/or cleaning of artificial eyes be reclassified into class II. On the same day, the 
panel recommended to the FDA that implantable eyelid weights intended for the management of 
incomplete eyelid closure be classified into class II. In addition, the panel voted that External 
Eyelid Weight intended for the management of incomplete eyelid closure be classified into class 
II. 

November 13,200O 
Date 

$ara M. Thornton 
Executive Secretary 
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OPHTHALMIC DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMIlTEE 

EXECUTIVE SECRETARY 

Sara Thornton 
Exec. Secretary-Ophthalmic Devices Panel 
Office of Device Evaluation/DOED 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ 460 
Rockville, MD 20850 
DAY PHONE: (301) 594-2053 
INTERNET: smt@cdrh.fda.gov 

CHAIRPERSON 

James P. McCulley, M.D. 
Professor and Chairman 
Department of Ophthalmology 
Univ of Texas/Southwestern Medical School 
5323 Harry Hines Boulevard 
Dallas, TX 75235- 
DAY PHONE: (214) 648-3407 
INTERNET: (972)291-8683 

VOTING MEMBERS 

Mark A. Bullimore, PH.D. 
Assistant Professor 
College of Optometry 
Ohio State University 
338 West 10th Avenue 
Columbus, OH 43210 
DAY PHONE: (6 14) 292-4724 
INTERNET: bullimore.l@osu.edu 

Eve J. Higginbotham, M.D. 
Chairman 
Department of Ophthalmology 
University of Maryland at Baltimore 
22 South Green Street, Univ Ctr 
Baltimore, MD 21201-1595 
DAY PHONE: (410) 328-5929 
INTERNET: 

DAY FAX: (30 1) 480-420 I 

10/31/00 

DAY FAX: (2 14) 648-2382 

1013 1 /oo 

DAY FAX: (6 14) 292-4949 

10/31/00 

DAY FAX: (4 10) 328-6346 
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OPHTHALMIC DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE 

VOTING MEMBERS 

Janice M. Jurkus, O.D., MBA 
Professor of Optometry 
Department of Optometry 
Illinois College of Optometry 
3241 South Michigan Avenue 
Chicago, IL 60616 
DAY PHONE: (3 12) 949-7248 
INTERNET: 

Alice Y. Matoba, M.D. 
Associate Professor of Ophthalmology 
Department of Ophthalmology 
Baylor Cal. of Med. Cullen Eye Institute 
6565 Fannin Street, NC-205 
Houston, TX 77030 
DAY PHONE: (713) 798-6100 
INTERNET: 

Jose S. Pulido, M.D. 
Professor and Head 
Department of Ophthalmology 
University of Illinois Eye and Ear Infirmary 
1855 W. Taylor Street 
Chicago, IL 60612 
DAY PHONE: (3 12) 996-6590 
INTERNET: jpulido@mcw.edu 

Joel Sugar, M.D. 
Professor of Ophthalmology 
Department of Ophthalmology 
University of Illinois Eye & Ear Infirmary 
1855 West Taylor Street 
Chicago, IL 60612 
DAY PHONE: (3 12) 996-8937 
INTERNET: joeIsugar@uic.edu 

NONVOTING MEMBERS 

CONSUMER REP 

Lynn Morris 
Deputy Director 
Board Relations 
California Dept. of Consumer Affairs -Exec. Office 
400 R Street. Suite 3000 
Sacramento, CA 95814 
DAY PHONE: (916) 323-2191 
IhTERSET: Lynn-hlorris@dca.ca.gm 

10/31/01 

DAY FAX: (3 12) 949-7368 

IO/3 1 IO3 

DAY FAX: (7 13) 798-8763 

10/31/01 

DAY FAX: (3 12) 996-7770 

10/31/01 

DAY FAX: (3 12) 996-7770 

10/31/01 

DAY FAX: (9 16) 3244298 
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OPHTHAIiMiC--DEVICES PANEL OF THE ii@iCAL DEVICES ADVISORY COMMITTEE 

NONVOTING MEMBERS 

INDUSTRY REP 

Marcia S. Yaross, PH.D. 
Director, Worldwide Regulatory Affairs 
and Medical Compliance 
Allergan, Inc. 
2525 DuPont Drive - VK 2A 
Irvine, CA 92612 
DAY PHONE: (7 14) 246-2362 
INTERNET: 

10/31/01 

DAY FAX: (714) 246-2205 



ORTHOPAEDIC and REHABILITATION DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met three times during the reporting period in Rockville, Maryland and Gaithersburg, 
Maryland. 

The dates of the meetings were November 4, 1999, February l&2000 and July 20,200O. 

The meeting on November 4, 1999, included a closed session to permit FDA to present to the 
committee trade secret and/or confidential commercial information regarding pending and future 
device issues. On February l&2000, a closed committee deliberation was held during which the 
panel discussed and made recommendations on a product development protocol (PDP). This 
portion of the meeting was closed to permit discussion of this information. 

ACCOMPLISHMENTS 

On November 4, 1999, the panel recommended to the FDA that class III constrained total hip 
arthroplasty devices be classified into class II 5 10(k) with the use of special controls. At the 
same meeting, the panel provided comments to the FDA regarding the development of computer 
controlled surgical systems designed for use in orthopaedic procedures. The discussion included 
the intended use, clinical end points, and the use of surrogate endpoints. 

On February l&2000, during the open public session, FDA staff presented an update to the 
committee regarding the status of submissions from past panel meetings. Following the open 
public session, in a closed session, the panel discussed a PDP. This discussion was conducted in 
a closed session because the panel heard and reviewed trade secret and/or confidential 
commercial information as part of the PDP. 

November 13,200O 
Date Executive Secretary 
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-?THOPA.EDIC AND REHABILITATION DEVICES PANEL OF THJ3 MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

EXECUTIVE SECRETARY 

Hany Demian, M.S. 
Exec. Sec., Orthopaedic and Rehab. Panel 
Office of Device EvaIuation/DGRD 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-410 
Rockville, MD 20850 
DAY PHONE: (30 1) 594-2036 
INTERNET: hwd@cdrh.fda.gov 

CHAIRPERSON 

Barbara D. Boyan, PH.D. 
Professor and Director 
Orthopedic Research 
Univ of Texas Health Science Center 
7703 Floyd Curl Drive 
San Antonio, TX 78284-7823 
DAY PHONE: (2 10) 567-2023 
INTERNET: BOYANB@uthscsa.edu 

VOTING MEMBERS 

Albert J. Aboulafia, M.D. 
Orthopaedic Surgeon and Oncologist 
Lapidus Cancer Institute 
Sinai Hospital of Baltimore 
2401 W. Belvadere Avenue 
Baltimore, MD 212155271 
DAY PHONE: (410) 601-9266 
INTERNET: 

Edward Y. Cheng, M.D. 
Medical Director, Orthopaedic Surgery 
University of Minnesota 
Mayo Memorial Bldg, Box 492 
420 Delaware Street, S.E. 
Minneapolis, MN 55455 
DAY PHONE: (6 12) 625-4653 
INTERNET: chengOO2@maroon.tc.umn.edu 

DAY FAX: (30 1) 594-2358 

08/31/00 

DAY FAX: (2 10) 567-2052 

08/31/01 

DAY FAX: (410) 601-4601 

08/31/01 

DAY FAX: (6 12) 626-6032 
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‘,THOPAEDIC AND REHABILITATION DEVICES PANEL OF THE MEDICAL DEVICES ADVISORY COMMITTEE, FDA 

VOTING MEMBERS 

Cato T. Laurencin, M.D., PH.D 
Professor of Chemical Engineering 
Dept. of Chemical Engineering - 
Drexel University 
3141 Chestnut St.- CAT Bldg. Rm.383 
Philadelphia, PA 19104 
DAY PHONE: (215) 8956210 
INTERNET: laurencin@drexel.edu 

Harry B. Skinner, M.D., PH.D 
Professor and Chair 
Department of Orthopaedic Surgery 
University of California, Irvine 
101 City Drive South 
Orange, CA 92868 
DAY PHONE: (714) 456-7801 
INTERNET: hskinner@uci.edu 

Michael J. Yaszemski, M.D., PH.D 
Assoc. Professor, Orthopaedic Surgery an 
Department of Orthopedic Surgery 
Mayo Clinic and Medical School 
200 1st Street S.W. 
Rochester, MN 55905 
DAY PHONE: (507) 266-5262 
INTERNET: yaszemski.michael@mayo.edu 

NONVOTING MEMBERS 

CONSUMER REP 

Karen R. Rue 
Director, 
Quality Improvement 
Acadian Health Care Alliance 
200 Decatur 
Maurice, LA 70555 
DAY PHONE: (3 18) 984-9336 
INTERNET: 

INDUSTRY REP 

Raymond P. Silkaitis, PH.D. 
Vice President 
Medical and Regulatory Affairs 
Gliatech, Inc. 
23420 Commerce Park Road 
Beachwood. OH 44 122 
DAY PHOXE: (216) 831-3200 
Ih’TERNET: silkaitis@ibm.ner 

0813 1 /O I 

DAY FAX: (215) 895-6219 

08/31/01 

DAY FAX: ’ (7 14) 456-7547 

0813 l/O1 

DAY FAX: (507) 266-4234 

0813 l/O3 

DAY FAX: (3 18) 984-6696 

0813 1 /OO 

DAY FAX: (216) 831-1220 



DEPARTW&NT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MD 20857 

Annual Report 
Of the 

. Science Advisory Board to the National Center for Toxicological research 
For the period 

October 1, 1999 through September 30, 2000 

FUNCTION 

The Board advises the Director, NCTR, in establishing, implementing and evaluating 
the research programs that assist the Commissioner of Food and Drugs in fulfilling 
his/her regulatory responsibilities. The Board provides an extra-agency review in 
ensuring that the research programs at NCTR are scientifically sound and pertinent. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met one time during the reporting period in Jefferson, AR. 

The date of the meeting was June 5-6, 2000. 

The meeting on June 6, 2000 included a closed session to permit discussion where 
disclosure would constitute a clearly unwarranted invasion of personal privacy. (5 
U.S.C. 552b (c) (6)). The Board discussed qualifications and performance of 
individuals associated with the research programs at the Center that had undergone 
review. 

ACCOMPLISHMENTS 

The Board received updated reports from the Biochemical Toxicology, Genetic 
Toxicology, and the Molecular Epidemiology program Directors. They addressed 
the issues raised and actions taken on the recommendations made in the program 
review reports. They also were presented with draft reports from the Chair’s of the 
site visits on the Center’s Endocrine Disrupters Knowledge Base Project and the 
Microbiology Program. The Board unanimously approved both of the draft reports. 

Executive Secretary 



Science Advisory Board to the 
National Center for Toxicological Research 

Daniel Acosta, Jr., Ph.D. 
Dean 
College of Pharmacy 
The University of Cincinnati 
P.O. Box 670004 
Cincinnati, OH 45267 

Dr. Marion W. Anders, D.V.M., Ph.D. 
Professor and Chairman 
Dept. of Pharmacology 
University of Rochester 
601 Elmwood Ave. 
Rochester NY 14642 

Dr. Robert Anderson, Ph.D. 
Professor, Emeritus,West Virginia University 
College of Agriculture and Forestry 
Division of Plant and Soil Sciences 
WV School of Environmental Education, Inc. 
Route 3 Box55 
Bridgeport WV 263300055 

Catherine W. Donnelly, Ph.D. . 
Department of Nutrition and Food Service 
The University of Vermont 
216 Carrigan 
Burlington, VT 05405 

Nancy Ann Gillett, D.V.M.,Ph.D. 
Sr. V.P./General Manager 
Sierra Biomedical 
A Division of Charles River Laboratories, Inc 
587 Dunn Circle 
Sparks, NV 89431 

Stephen S. Hecht, Ph.D. 
Wallin Land Grant Professor of Cancer Prevention 
Cancer Center 
University of Minnesota Cancer Center 
Box 806 UMHC 
520 Delaware St., SE. 
Minneapolis, MN 55105 



2 

Cecil B. Pickett, Ph.D. ’ 
Executive Vice President 
Discovery Research 
Schering-Plough Research Institute 
2015 Galloping Hill Road 
Kenilworth, NJ 07033 

Dr. Marcy E. Rosenkrantz, Ph.D. 
Director, Information Institute 
AFRUIF-CA-II 
26 Electonic Parkway 
Rome NY 134414514 

Dr. Charles L. Wilkins, Ph.D. 
Distinguished Professor of Chemistry and Biochemistry 
University of Arkansas 
25 Campus Avenue 
Fayetteville AR 72701 


